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EPA Reg. 

_;EOS1"of~<S' Number-. or/ ;s~ui,c~ ($ i&\ 524·575 
s w ' ' \ ~ Conditional 

Term of 
Time· Limited ~' PArfl.'i-'::1 Issuance: 

U.S. ENVIRONMENTAL PROTECTION AGENCY Name of Pesticide Product: 

Office of Pesticide Programs MON 89034 
Biopesticfdes and Pollution Prevention Division <7511Pl 

1200 Pennsylvania Avenue NW 
Washington, DC 20460 

NOTICE OF PESTICIDE REGISTRATION 
X.. Registration 
_ Reregistration 

(under FIFRA, as amendedl 

Name and Address of Registrant !include ZIP Code I: 

) Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

Note: Changes In labeling differing In subs.tarice from that_ accepted In co'nnectton wltn this registration must be submitted 
to ·arid accepted bVth_e 'BiopestiC!des ahd PbJiut(O'il P:ieven·tron J)lvls'!On PffOr_to use Of the Jabel .In coinmerce. In anv 
.torTesporidence·onth!SprOdUi:t alwaVS r9fer 'to the abO've·EPA riiglstr:atl6n nUmber. , 

on the basis of information furnlshed by the registrant, the above named pesticide Is hereby registered/reregistered under 
the Federal insecticide, FungiCide and Rodenticide ACt. 

Registration is in no way to be construed as an endorsement or recommendation of this product bY the Agency. In order to 
protect.health and the environment, the Administrator, on his motion, may at anytime suspend or cancel the registration of 
a pesticide In accordance with the Act. The acceptance of any name in connection with the registration of a product under 
this Act is not to be construed as giving the registrant a right to exclusive use of the name or to its use if It has been covered 
by others. 

The registration application referred to above, submitted in connection with registration under ' 3(c)(7)(C) of the 
Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable provided that you do the following 
terms and conditions. 

1) The subject registration will automatically expire on midnight September 30, 2010. 

2) The subject registration will be limited to MON 89034 in field or sweet corn. Further, MON 
89034 sweet corn may only be sold directly to processors or through commercial dealers to 
large growers. MON 89034 sweet corn may not be sold to small roadside or home growers 

3) Submit/cite all data requ·~red tor registration of your product under FIFRA §3(c)(5) when the 
Agency requires registrants of similar products to submit such data. 

Signature of Approving Official: oate: /)clfl _Q J: . ~ m..oX (pO. ~-t 
l'anet Andersen, Ph.D., Director-

k,/;o/o o 
Biopesticides and Pollution Prevention Division (7511 P) 

EPA Form 8570·6 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

Biopesticides and Pollution Prevention Division C7511Pl 
1200 Pennsylvania Avenue NW 

Washington, DC 20460 

NOTICE OF PESTICIDE REGISTRATION 
lL Registration 
_ Reregistration 

(under FIFRA, as amendedl 

Name and Address of Registrant nnclude ZIP Codel: 

Mon$anto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

EPA Reg. 
Number: 

524-575 

Term of 
Issuance: 

Name of Pesticide Product: 

' 
Conditional 

Time- Limited 

MON 89034 

::,.NOtJ:·--ch:an·ges:tr1"J3-tle,,n:g _Cf'ifferfi19Jil ·su6Stan·c·e- frOnl-th3t- iCcil'Dte-~ in --connectron:-.w-lih:this-J~ig,·stratiOn n:;·usfbfSUb-nil~:~:- -< 
h~:a~~-_;aC_ceot{!ff b'/the-:siciPertcC!d~-s ~_rid -P61lY_t16fCPfE!~iitiq~pwYSi6ri P/:ior_~- User ri{th~Jabi!tfn- i:_omnieree. 1rl:~~y: __ ;-:- _:.-X-;'----
-_·correspondence on_thls productalwavs-refer:to ~e abqv~_EPA reglstratlon number.---- --->,-:: -- _----- - _ -- _ --'"--

on the basis of information furnished by the registrant, the above named pesticide Is nereby registered/reregistered under 
the Federal insecticide, Fungicide and RodentiCide Act 

Registration Is In no way to be construed as an endorsement or recommendation Of this product by the Agency. In order to 
protect health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of 
a pesticide in accordance with the Act. The accePtance of any name In connection with the registration of a product under 
this Act is not to be construed as giving the registrant a right to exclusiVe use of the name or to its use if it has been covered 
by others. 

'-1 The registration application referred to above, submitted in connection with registration under · 3(c)(7)(C) of the 
Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable provided that you do the following 
terms and conditions. 

1) The subject registration will automatically expire on midnight September 30, 2010. 

2) The subject registration will be limited to MON 89034 in field or sweet corn. Further, MON 
89034 sweet corn may only be sold directly to processors or through commercial dealers to 
large growers. MON 89034 sweet corn may not be sold to small roadside or home growers 

3) Submit/cit~ all data required for registration of your product under FIFRA §3(c)(5) when the 
Agency requires registrants of similar products to submit such data. 
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4) Submit the following data in the time frames listed: 

OPPTS Guideline/ Required Data Due Date 
Study Type 
860.1340 Residue For event MON 89034 corn, an independent lab validation of 4/1/2009 
Analytical method~ the analytical method for the detection of Cry2Ab2 and/or 
Plants Cry1A.1 05. The registrant must also agree to provide to the 

EPA laboratory (Ft. Meade, MD) methodology and/or 
reagents necessary for validation of such analytical method 
within 6 months from the date that the Agency requests 
them. 

850.1010 Aquatic A 7 to 14 day Daphnia study as per the 885 Series OPPTS 4/1/2009 
Invertebrate Acute Guidelines needs to be performed. Alternatively, a dietary 
Toxicity Testing, study of the effects on an aquatic invertebrate, representing 
Freshwater the functional group of a leaf shredder in headwater 
Daphnids streams, can be performed and submitted in lieu of the 

Daohnia study. 
Insect Resistance Monsanto did not address the likelihood of cross-resistance 4/1/2009 
Management of Cry1A. t05, Cry1Ac, Cry1Fa, proteins already in existing 

Bt corn and Bt cotton products, and what impact such cross- Protocol 
resistance would have on the durability of MON 89034. Due 
Monsanto must provide additional information on cross- 8/1/2008 
resistance of Cry1A.105 and Cry1 Fa and Cry1 Ac (preferably 
including binding site models and use of resistant colonies) 
for the target pests and determ·tne how such cross-
resistance may impact the durability of MON 89034. The 
Cry1A. t05 protein is a chimeric protein consisting of 
Domains I and II and the C-terminus of CrytAc and Domain 
Ill of Cry1 Fa. It is important to address not only the 
likelihood of cross-resistance potential of Cry1A.105 and 
Cry1Ab and, similarly, Cry1A.105 and Cry2Ab2 (which was 
done by Monsanto), but also that of Cry1A.105 and Cry1Ac 
and Crv1 Fa. 

Insect Resistance Monsanto did not sufficiently address the cross-resistance of 4/1/2009 
Management Cry1A.105, Cry1Fa, and Cry1Ac in the cotton-growing 

landscape and how cross-resistance may impact the Protocol 
durability of MON 89034. Should cross-resistance be of Due 
concern then the durability of MON 89034 in the southern 8/1/2008 
cotton-growing areas might be compromised. Monsanto 
needs to address this issue in subsequent simulation 
modelina. 

Insect Resistance Baseline susceptibility studies and/or a discriminating 
Management concentration assay are required for the Cry1 A.105 protein 4/1/2009 

against ECB, SWCB, and CEW and for the Cry2Ab2 protein 
against SWCB, CEW. -
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OPPTS Guideline/ Required Data Due Date 
Study TYPe 
Insect Resistance To support sweet corn uses, baseline susceptibility studies 4/1/2010 
Management must be conducted on FAW populations collected from 

sweet corn growing areas. Monitoring studies will be 
conducted on FAW populations collected from sweet corn 
distribution areas in states in which Monsanto MON 89034 
and/or MON 89034 x MON 88017 sweet corn plantings 
exceed 1000 acres. The collected populations of FAW will 
be monitored for changes in susceptibiltty to the Cry1A.1 05 
and Crv2Ab2 proteins. 

5) The registrant must do the following Insect Resistance Management Program for MON 
89034. 

a) Refuge Requirements for MON 89034. 

These refuge requirements do not apply to seed increase/propagation of inbred and 
hybrid seed corn nor to commercial hybrid sweet corn. 

Grower agreements (also known as stewardship agreements) will specify that growers must 
adhere to the following refuge requirements or, in the case of sweet corn, harvest practices 
as described in the grower guide/product use guide and/or in supplements to the grower 
guide/product use guide. 

For MON 89034 sweet corn, growers are required to destroy any MON 89034 sweet corn 
stalks that remain in the field following harvest via rotary mowing, discing, or plow~down 
within one (1) month of harvest 

The corn borer refuge must be planted with a non~Btllepidbpteran~protected hybrid, must 
represent at least 20°/o of the grower's corn acres (i.e. sum of [MON 89034] acres and corn 
borer refuge acres), and must be planted within y, mile of the [MON 89034[ field. Refuge 
planting options include: separate fields, blocks within fields (e.g., along the edges or 
headlands), perimeter strips, or in~ field strips. If perimeter strips are implemented, the strips 
must be at least 4 consecutive rows wide. The corn borer refuge can be treated with a soli~ 
applied or seed~applied insecticide for corn rootworm larval control or a non-Bt foliar~applied 
insecticide for corn borer control if pest pressure reaches an economic threshold for 
damage. Growers who fail to comply with the lAM requirements risk losing access to 
Monsanto corn PIP products. 

b) Grower Agreements for MON 89034. 

i. Persons purchasing the Bt corn product must sign a grower agreement. The term 
"grower agreement'' refers to any grower purchase contract, license agreement, or 
similar legal document. 

ii. The grower agreement and/or specific stewardship documents referenced in the 
grower agreement must clearly set forth the terms of the current IRM program. By 
signing the grower agreement, a grower must be contractually bound to comply with 
the requirements of the lAM program. 

3 



m. The registrant must integrate this registration into the current system used for thelr 
other Bt corn PIPS to reasonably likely to assure that persons purchasing the Bt corn 
product will affirm annually that they are contractually bound to comply with the 
requirements of the IRM program. A descripfron must be submitted to EPA by August 
, '2008. 

iv. The registrant must use grower agreements and submit to EPA within 90 days from 
the date of registration a copy of that agreement and any specific stewardship 
documents referenced in the grower agreement. If Monsanto wishes to change any 
part of the grower agreement or any specific stewardship documents referenced in 
the grower agreement that would affect either th9 content of the IRM program or the 
legal enforceability of the provisions of the agreement relating to the IRM program, 
thirty days prior to implementing a proposed change, the registrant must submit to 
EPA the text of such changes to ensure that it is consistent with the terms and 
conditions of the amendment. 

v. The registrant must integrate this registration -into the current system to assure that 
persons purchasing the Bt corn sign grower agreement(s), and must provide within 
90 days from the date of the registration a written description of that system. A 
description must be submitted to EPA by August 1, 2008. 

vi. The registrant shall maintain records of all Bt corn grower agreements for a period of 
three years from December 31st of the year in which the agreement was signed. 

vii. · Beginning on January 31, 2010 and annually thereafter, the registrant shall provide 
EPA with a report showing the number of units of its Bt MON 89034 corn seeds sold 
or shipped and not returned, and the number of such units that were sold to persons 
who have signed grower agreements. The report shall cover the time frame of the 
twelve month period covering the prior August through July. 

viii. The registrant must allow a review of the grower agreements and grower agreement 
records by EPA or by a State pesticide regulatory agency if the State agency can 
demonstrate that confidential business information, including names, personal 
information, and grower license number, will be protected. 

c) IRM Education and IRM Compliance Monitoring Programs for MON 89034. 

i. Monsanto must design and implement a comprehensive, ongoing !RM education 
program designed to convey to Bt MON 89034 corn users the importance of 
complying with the IRM program. The program shall include information encouraging 
Bt MON 89034 corn users to pursue optional elements of the IRM program relating 
to refuge configuration and proximity to Bt MON 89034 corn fields. The education 
program shall involve the use of mulfrple media, e.g. face-to-face meetings, mailing 
written materials, EPA reviewed language on !RM requirements on the bag or bag 
tag, and electronic communications such as by Internet, radio, or television 
commercials. Copies of the materials will be provided to EPA for its records. The 
program shall involve at least one written communication anilual!y to each Bt MON 
89034 corn user separate from the grower technical guide. The communication shall 
inform the user of the current IRM requirements. Monsanto shall coordinate its 
education programs with educational efforts of other registrants and other 
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organizations, such as the National Corn Growers Association and state extension 
programs. 

ii. Annually, the registrant shall revise, and expand as necessary, its education program 
to take into account the information collected through the compliance survey required 
under paragraph vi. and from other sources. The changes shall address aspects of 
grower compliance that are not sufficiently high. -

iii. On JanuarY. 31, 2010, the registrant must provide a report to EPA summarizing the 
activities carried out under the education program for the prior year. Annually 
thereafter, the registrant must provide EPA any substantive changes to its grower 
education actiVities as part of the overaiiiRM compliance assurance program report. 
The required features of the compliance assurance program are described in 
paragraphs iv.Mxv.) below. 

iv. The registrant must design and implement an ongoing IRM compliance assurance 
program designed to evaluate the extent to which growers purchasing its MON 
89034 Bt corn product are complying with the IRM program and that takes such 
actions as are reasonably needed to assure that growers who have not complied 
with the program either do so in the future or lose their access to the MON 89034 Bt 
corn product. The registrant shall coordinate with other Bt corn registrants in 
designing and implementing its compliance assurance program and integrate this 
registration into the current compliance assurance program used for their other Bt 
corn PIPS. The registrant must prepare and submit within 90 days of the date of 
reg_istration a written description of their compliance assurance program. Other 
required features of the program are described in paragraphs v.- xv.) below. 

v. The registrant must establish and publicize a "phased compliance approach," i.e., a 
guidance document that indicates how the registrant will address instances of 
noncompliance with the terms of the IRM program and general criteria for choosing 
among options for responding to any non-compliant growers. The options shall 
include withdrawal of the right to purchase Bt corn for an individual grower or for all 
growers in a specific region. An individual grower found to be significantly out of 
compliance two ye_ars in a row would be denied sales of the Monsanto corn PIP 
products the next year. Similarly, seed dealers who are not fulfilling their obligations 
to inform/educate growers of their IRM obligations will lose their opportunity to sell 
Monsanto corn PIP products. 

vi. The IRM compliance assurance program shall include an annual survey of a 
statistically representative sample of Bt corn growers conducted by an independent 
third party. The survey shall measure the degree of compliance with the IRM 
program by growers in different regions of the country and consider the potential 
impact of nonMresponse. The sample size and geographical resolution may be 
adjusted annually, based upon input from the independent marketing research firm 
and academic scientists, to allow analysis of compliance behavior within regions or 
between regions. The sample size-must provide a reasonable sensitivity for 
comparing results across the U.S. The survey will include only growers planting at 
least 200 acres of corn in the Corn Belt or 100 acres of corn in corn/cotton growing 
regions. 
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vii. The survey shall be designed to provide an understanding of any difficulties growers 
encounter in implementing IRM requirements. An analysis of the survey results must 
include the reasons, extent, and potential biological significance of any 
implementation deViations. 

viii. The survey shall be designed to obtain grower feedback on the· usefulness of 
specific educational tools and initiatives. 

ix. The registrant shall provide a final written summary of the results of the prior year's 
survey (together with a description of the regions, the methodology used, and the 
supporting data) to EPA by January 31 of each year. The registrant shall confer with 
EPA on the design and content of the survey prior to its implementation. 

x. Annually, the registrant shall revise, and expand as necessary, its compliance 
assurance program to take into account the information collected through the 
compliance survey required under paragraphs vi. through viii. and from other 
sources. The changes shall address aspects of grower compliance that are not 
sufficiently high. The registrant must confer with the Agency prior to adopting any 
changes to- a previously approved CAP. 

xi. The registrant shall train its representatives who make on-farm visits with MON89034 
Bt corn growers to periorm assessments of compliance with lAM requirements. In 
the event that. any of these visits result in the identification of a grower who is not in 
compliance with the lAM program, the registrant shall take appropriate action, 
consistent with its "phased compl'lance approach," to promote compliance. This on
farm assessment program has no minimum acreage threshold for growers. 

xii. The registrant shall carry out a program for investigating legitimate ''tips and 
complaints" that its growers are not in compliance with the IRM program. Whenever 
an investigation results in the identification of a grower who is not in compliance with 
the lAM program, the registrant shall take appropriate action, consistent with its 
"phased compliance approach." 

xiii. If a grower, who purchases MON 89034 Bt corn for planting, was specifically 
identified as not being in compliance during the previous year, the registrant shall 
visit with the grower and evaluate whether that the grower is in compliance with the 
lAM program for the current year. 

xiv. Beginning January 31, 2010 and annually thereafter, Monsanto shall provide a report 
to EPA summarizing the activities carried out under their compliance assurance 
program for·the prior year and the plans for the compliance assurance program 
during the current year. The report will include information regarding grower 
interactions (including, but not limited to, on-farm visits, verified tips and complaints, 
grower meetings and letters), the extent of non-compliance, corrective measures to 
address the non-compliance, and any follow-up actions taken. 

xv. The registrant and the seed corn dealers for the registrant must allow a review of the 
compliance records by EPA or by a State pesticide regulatory agency if the State 
agency can demonstrate that confidential business information, including the names, 
personal information, and grower license number of the growers will be protected. 
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d) Insect Resistance Monitoring for MON 89034. 

The Agency is imposing the following conditions for this product: 

i. Post-commercial resistance monitoring programs must be established as an 
extension of existing programs to track the susceptibility of the key lepidopteran 
corn pests to the Cry1 A.105 and Cry2Ab2 proteins. For the Cry1.A.1 05 and 
Cry2Ab2 proteins, the registrant will monitor for resistance and/or trends in 
increased tolerance for European corn borer, Southwestern corn borer, and corn 
earworm. Sampling should be focused in those areas in which there is the higt1est 
risk of resistance development. Monitoring must be carried out under the same 
protocolS used for the products containing MON 810. Sampling should be focused 
in those areas in which there is the highest risk of resistance development. In the 
monitoring program, insect populations will be collected and each protein will be 
tested separately, rather than a mixture of the two proteins, because resistance to 
one protein could be masked by the activity of the other. 

ii. In addition to monttoring ECB, ·swcB, and CEW, Monsanto will develop and ensure 
the implementation for resistance monitoring for Spodoptera frugiperda (fall 
armyworm of FAW) in counties which MON 89034 1 MON 89034 x MON 88017 
sweet corn acreage exceedS 5,000 acres and the pest is capable of overwintering in 
that county. The registrant should consult with academic and USDA experts in 
developing the monitoring plan and will provide EPA with a copy of its proposed 
resistance monitoring plan for EPA's approval prior to implementation. This 
proposed FAW monitoring plan mu.st be submitted to EPA by January 31 of the year 
following that in which MON 89034/ MON 89034 x MON 88017 sweet corn acreage 
exceeds the trigger specified in this requirement (i.e., greater than 5,000 acres in 
any county in which FAW overwinters). The proposed plan must be implemented 
the season following the acreage trigger being met. The proposed plan will remain 
in place until an EPA approved plan can be implemented. 

iii. The registrant must follow-up on grower, extension specialist or consultant reports 
of unexpected damage or control failures for corn rootworm. 

iv. The registrant must provide EPA with an annual resistance monitoring report by 
August 31 5

t of each year beginning with 2010, reporting on populations collected the 
previous year. 

e) Remedial Action Plans for MON 89034 

The October 15, 2001 Remedial Action Plan for Responding to Resistance in European 
Corn Borer, Corn Earworm and/or Southwestern corn Borer must be used for suspected 
and confirmed resistance of these pests. 

The annual reporting requirements are as follows: 

i. Annual Sales: reported and summed by state (county level data available by 
request}, January 31s1each year; 
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ii. Grower Agreement: number of units of Bt corn seeds shipped or sold and not 
returned, and the number of such units that were sold to persons who have signed 
grower agreements, January 31st each year; 

iii. Grower Education: substantive changes to education program completed previous 
year, January 31st each year; 

iv. Compliance Assurance Plan: Compliance Assurance Program activities and results, 
January 31st each year; 

v. Compliance: to include annual survey results and plans for the next year; full report 
January 31 51 each year; 

vi. Insect Resistance Monitoring Results: results of monitoring and investigations of 
damage reports, August 31st each year. 

A stamped copy of the label is enclosed for your records. 

R~g~rds, /:.,' 

UavJ9f? L:(o~ 
/Let Andersen, Ph.D. 

i/b~;~ctor 
Biopesticides and Pollution 

Prevention Division 

8 



Active Ingredients: 

Plant-Incorporated Protectant Label 

MON89034 

Lepidopteran-Protected Com 
(OECD Unique Identifier: MON-89034-3) 

Bacillus thuringiensis CrylA.l 05 protein and the genetic material necessary for its 
production (vector PV-ZMIR245) in event MON 89034 com (OECD Unique Identifier: 
MON-89034-3) ............................................................. 0.002-0.0056% 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its 
production (vector PV-ZMIR245) in event MON 89034 com (OECD Unique Identifier: 
MON -89034-3) ........................................................... 0 .0015-0.005 5% 

Percentage (wt/wt) on a dry weight basis whole plant (forage) 

Caution 

KEEP OUT OF REACH OF CHILDREN ACCEPTED 
NET CONTENTS, ___ _ 

JUN 1 0 2008 
EPA Registration No. 524-575 

EPA Establishment No. 524-M0-002 

Under the Federal Itttectidde, Fungkide, 
and Rodenticide Act, as amended, for 
the pestk:lde registered under 

Monsanto Company 
800 North Lindbergh Blvd. 
StLouis, MO 63I67 

EPA Reg. No. 51.. 4- S .7 ":>-

DIRECTIONS FOR USE 

It is a violation ofFederallaw to use this seed in any manner inconsistent with this 
labeling. Information regarding commercial production must be included in the 
Technology Use Guide. 

MON 89034 can be used to protect corn plants from leaf, stalk, and ear damage caused 
by corn borers. 

MON 89034 can be crossed with MON 880I7 for breeding purposes to produce MON 
89034 x MON 88017 

Monsanto Company 06-CRwl72E-2 Page I 



In order to minimize the risk of these pests developing resistance to MON 89034 com, an 
insect resistance management plan must be implemented which includes planting of a 
structured refuge. 

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed com and small scale research trials for observation, nor to commercial hybrid sweet 
com. 

For MON 89034 sweet com, growers are required to destroy any MON 89034 sweet com 
stalks that remain in the field following harvest via rotary mowing, discing, or plowM 
down within one (1) month of harvest. 

For MON 89034 field com, grower guides must specify that growers must adhere to the 
following refuge requirements. Growers must plant a structured refuge of at least 20% 
com which is not a lepidopteranMprotected Bt com.' Growers who fail to comply with the 
IRM requirements risk losing access to Monsanto com PIP products. 

Refuge planting options include: separate fields, blocks within fields (e.g., along the 
edges or headlands), and strips across the field. 

External refuges must be planted within Y2 mile. 

MON 89034 
(80 acres) 

<= 1h mile 

Refuge 
Non-Bt Lepidopteran Resistant Corn 
(20 acres} 

"When planting the refuge in strips across the field, refuges must be at least 4 rows wide. 

Monsanto Company 

MON 89034 
(80 acres) 

Refuge 
Non-Bt Lepidopteran Resistant Com 
(20 acres) 

06-CR-172E-2 Page 2 
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Insecticide treatments for control of European com borer, com earworm, and 
Southwestern com borer, cornstalk borer, sugarcane borer, fall annyworm and stalk borer 
may be applied only if economic thresholds are reached for one or more of these target 
pests. Economic thresholds will be determined using methods recommended by local or 
regional professionals (e.g., Extension Service agents, crop consultants). Instructions to 
growers will specify that microbial Bt insecticides must not be applied to non-Bt com 
refuges. 

Corn Insects Controlled 

' 

European com borer 
Southwestern com borer 
Southern cornstalk borer 
Comearworm 
Fall armyworm 
Com stalk borer 
Sugarcane borer 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodopterafrugiperda 
Papaipema nebris 
Diatreae saccharalis 

Sales of com hybrids that contain Monsanto's Bt com plant-incorporated protectant must 
be accompanied by a Grower Guide which includes information on planting, production 
and insect resistance management and notes that routine applications of insecticides to 
control these insects are usually unnecessary when com containing the Bt proteins is 
planted, 

MON 89034 is a product of Monsanto's research program offering unique genetic 
characteristics for specific grower needs and may be protected by one or more of the 
following U,S, patents: 5023179, 5110732, 5164316, 5196525, 5322938, 5352605, 
5359142,5378619,5424412,6018100,6051753,6331665,6489542,6645497,6962705, 
7064249, and 725050L 

Monsanto Company 06-CR-172E-2 Page 3 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

OPP Oe.cision Numbers: 

Yang Gao 
Regulatory Affairs Manager 
Monsanto Company 
1 aoo 1 Street, NW 
Suite 450 East 
Washington, DC 20005 

MAY - 6 2008 

D-371189 
D-37t190 
' 

Subject: Pre-Acceptance Letter tor: MON 89034 (Cry1A,105 and Cry2Ab2) and 
MON89034 x MON 88017 (Cry1A.105, Cry2Ab2 and Cry3Bb1) Corn 

EPA Petition Numbers: 6F7142 and 6F7143 
EPA File Symbols: 524-LTA, 524- LTL 
Application Date: September 29, 2006 
EPA Receipt Date: September 29, 2006 

Dear Dr. Gao: 

This is a pre~acceptance letter regarding Monsanto Company's applications to register 
the above referenced products for Section 3 registrations under the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA). The Environmental Protection Agency (EPA) will 
consider registering Monsanto Company's products under FIFRA Section 3(c)(7)(C) provided 
Monsanto Company amends its applications for registration by submitting the required 
information as described in this-letter. 

This letter does not constitute a commitment to register the subject product, nor is it 
intended to imply that EPA will register the subject product. Rather, the purpose of this letter is 
to inform you that, if Monsanto Company submits the information in writing as described in this 
letter, EPA wilf be able to continue to process the registration application in accordance with our 
nonnal procedures. 

Thus, to enable us to continue to process the subject registration application, EPA 
requests that Monsanto Company agrees in writ\ng to the following. 

1) The subject registrations will automatically expire on midnight September 30, 
2010. 

2 The sub·ect reaistrations<WII<Ml~- to MON 89034 ana JV1(l!il 99034 x MOl'! 
sYMBOL )I 75-11 i-' · 88017 in ield or sweet corn. Further . MON 89034 nd MON 89 34 x MUN 
SURNAME .. ~"~;:; ··~'S'i'lf""" .......................................................................................................... ...................... 
DATE .. I ,:;:···r:a·<;·l·ii' .. :·~;t ... · .. r··· ........................................................................ , ........................... ........ ~(#)· 
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88017 sweet corn may only be sold directly to processors or through cqmmercial 
dealers to large growers. MON 89034 and MON 89034 x MON 88017 sweet 
com may not be sold to small roadside or home growers 

3} SubmiVcite all data required for registration of your product under FIFRA §3(c)(5) 
when the Agency requires registrants of similar products to submit such data. 

4) Submit the following data in the time frames listed: 

Data Required to Support Both MON 89034 and MON 89034 x MON 88017 

OPPTS Guideline/ Study Required Data Due Date 
Type 
860.1340 Residue For event MON 89034 corn and event MON 4/1/2009 
Analytical method - 89034 x MON 88017 corn, an independent lab 
Plants validation of the analytical method for the ~ 

detection of Cry2Ab2 and/or Cry1A.105. You 
must also agree to provide to the EPA laboratory 
(Ft. Meade, MD) methodology and/or reagents 
necessary for validation of such analytical 
method within 6 months from the date that the 
Aoencv requests them. 

850.1010 Aquatic A 21 day daphnia study, as outlined in the 4/1/2009 
Invertebrate Acute OPPTS Microbial Test Guidelines, needs to be 
Toxicity Testing, pertormed for MON 89034 
Freshwater Daphnids 
Insect Resistance Monsanto did not address the likelihood of cross- 4/1/2009 
Management resistance of Cry tA.105, Cry1Ac, Cry1 Fa, 

proteins already in existing Bt corn and Bt cotton Protocol Due 
products, and what impact such cross-resistance 8/1/2008 
would have on the durability of MON 89034. 
Monsanto must provide additional information on 
cross-resistance of Cry1A.105 and Cry1 Fa and 
Cry1Ac (preferably including binding site models 
and use of resistant colonies) for the target pests 
and determine how such cross-reSistance may 
impact the durability of MON 89034. The 
Cry1 A.105 protein is a chimeric protein 
consisting of Domains I and II and the C-terminus 
of Cry1Ac and Domain Ill of Cry1 Fa. It is 
important to address not only the likelihood of 
cross-resistance potential of CrytA.105 and 
Cry1 Ab and, similarly,Gry1 A.1 05 and Cry2Ab2 ' 
(which was done by Monsanto}, but also that of 
Crv1A. t05 and Crv1Ac and CrvtFa. 
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Insect Resistance Monsanto did not sufficiently address the crossR 4/1/2009 
Management resistance of Cry1A.105, Cry1Fa, and Cry1Ac in 

the cottonRgrowing landscape and how cross- Protocol Due 
resistance may impact the durability of MON 8/1/2008 
89034. Should cross-resistance be of concern 
then the durability of MON 89034 in the southern 
cotton-growing areas might be compromised. 
Monsanto needs to address this issue in 
subseauent simulation modelina. 

Insect Resistance Baseline susceptibility studies and/or a 
Management discriminating concentration assay are required 4/1/2009 

for the Cry1 A.1 05 protein against ECB, SWCB, 
and CEW and for the Cry2Ab2 protein against 
SWCB,CEW. 

Insect Resistance To support sweet corn uses, baseline 4/1/2010 
Management susceptibility studies must be conducted on FAW 

populations collected from sweet corn growing 
areas. Monitoring studies will be conducted on 
FAW populations collected from sweet corn 
distribution areas in states in which Monsanto 
MON 89034 and/or MON 89034 x MON 88017 
sweet corn plantings exceed 1000 acres. The 
collected populations of FAW will be monitored 
for changes in susceptibility to the Cry1 A. 1 05 
and Cry2Ab2 proteins. 

Additional Data Required to Support MON 89034 and MON 89034 x MON 88017 

5) Submit or cite all data required to support the individual plant-incorporated protectant 
in Event MON863 (YieldGard Rootworm}, 524-528. In the event that the Agency 
concludes MON 863 (YieldGard Rootworm) studies do not sufficiently demonstrate a 
lack of significant adverse effects, additional data with MON 88017 corn must be 
s.ubmitted. This data may include a) laboratory toxicity testing with Orius insidiosus 
(minute pirate bug}, b) laboratory toxicity testing with a carabid (ground beetle), c) long 
range effects testing on invertebrate populations in the field, and d) long range soil 
persistence te~ting. 

6) Apply to amend the MON 88017 registration to allow the breeding use to produce 
MON 88017 x MON 89034. 

7) You must commit to do the following Insect Resistance Management Program for 
MON 89034. 

) 
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a) Refuge Requirements for MON 89034. 

These refuge requirements do not apply to seed increase/propagation of inbred and 
hybrid seed corn nor to commercial hybrid sweet corn. 

Grower agreements (also known as stewardship agreements) will specify that growers 
must adhere to t.he following refuge requirements or, in the case of sweet corn,harvest 
practices as described in the grower guide/product use guide and/or in supplements to the 
grower guide/product uSe guide. 

For MON 89034 sweet corn, growers are required to destroy any MON 89034 sweet corn 
stalks that remain iil the field following harvest via rotary mowing, discing, or plow-down within 
one (1) month of .harvest. 

The corn borer refuge must be planted with a non-Bt/lepidopteran-protected hybrid, must 
represent at least 20% of the grower's corn acres (i.e. sum of [MON 89034] acres and corn 
borer refuge acres), and must be planted within l2 mile of the [MON 89034] field. The corn borer 
refuge can be treated with a soil~applied or seed~applied insecticide for .corn rootworm larval 
control, or a non-Bt foliar~applied insecticide for corn borer control if pest pressUre reaches an 
economic threshold for damage. Growers who fail to comply with the IRM requirements risk 
losing access to Monsanto PIP products. 

b) Grower Agreements for MON 89034. 

i. Per~ons purchasing the Bt corn product must sign a grower agreement. The 
term "grower agreemenf' refers to any grower purchase contract, license 
agreement, or similar legal document. 

ii. The grower agreement and/or specific stewardship documents referenced in the 
grower agreement must clearly set fOrth the terms of the current IRM program. 
By signing the grower agreement, a grower must be contractually bound to 
comply with the requirements of the IR.M program. 

iii. The registrant must integrate this registration into the current system used for 
their other Bt corn PIPS to reasonablY likely to assure that persons purchasing 
the Bt corn product will affirm annually that they are contractually bound to 
comply with the requirements of the IRM program. A ·description must be 
submitted to EPA by August 1, 2008. 

iv. The registrant must use grower agreements and submit to EPA within 90 days 
from the date of registration a copy of that agreement and any specific 
stewardship documents referenced in the grower agreement. If Monsanto wishes 
to change any part of the grower agreement or any specific stewardship 
documents referenced in the grower agreement that would affect either the 
content of the IRM program or the legal eniorceabiltty of the provisions of the 
agreement relating to the IRM program, thirty days prior to implementing a 
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proposed change, the registrant must submit to EPA the text of such changes to 
ensure thatit is consistent with the terms and conditions of the amendment 

v. The registrant must integrate this registration into the current system to assure 
that persons purchasing the Bt corn sign grower agreement(s), and must provide 
within 90 days from the date of the registration a written description of that 
system. A description must be submitted to EPA by August 1, 2008. 

vi. The registrant shall maintain records of all Bt corn grower agreements for a 
period of three years from December 31st of the year in which the agreement 
was signed. 

vii. Beginning on January 31, 2010 and annually thereafter, the registrant shall 
provide EPA with a report showing the number of units of its Bt MON 89034 corn 
seeds sold or shipped and not returned, and the number of such units that were 'J 
sold to persons who have signed grower agreements. The report shall cover the -
time frame of the twelve month pericx:l covering the prior August through July. 

viii. The registrant must allow a review of the grower agreements and grower 
agreement records by EPA or by a State pesticide' regulatory agency if the State 
agency can demonstrate that confidential business information, including names, 
personal information, and grower license number, will be protected. 

c) IRM Education and IRM Compliance Monitoring Programs for MON 
89034. 

i. Monsanto must design and implement a comprehensive, ongoing IRM education 
program designed to conv8y to Bt MON 89034 corn users the importance of 
complying with the IRM program. the program shall include information 
encouraging Bt MON 89034 corn users to pursue optional elements of the IRM 
program relating to refuge configuration and proximity to Bt MON 89034 corn ) 
fie'lds. The education program shall inVolve the use of multiple media, e.g. face· 
to-face meetings, mailing written materials, EPA reviewed language on IRM 
requirements on the bag or bag tag, and electronic communications such as by 
Internet, radio, or television commercials. Copies of the materials will be provided 
to EPA for its records. The program shall involve at least one written 
communication annually to each Bt MON 89034 corn user separate from the 
grower technical guide. The communication shall inform the user of the current 
IRM requirements. Monsanto shall coordinate its education programs with 
educational efforts of other registrants and other organizations, such as the 
National Corn Growers Association and state extension programs. 

ii. Annually, the registrant shall rev'1se, and expand as necessary, its education 
program to take into account the information collected through the compliance 
survey required under paragraph vi. and from other sources. The·changes shall 
address aspects of grower compliance that are not sufficiently high. 
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iii. On January 31, 2010, the registrant must prov·tde a report to EPA summarizing 
the activities carried out under the education program for the prior year. Annually 
thereafter, the registrant must provide EPA any subStantive changes to its grower 
education activities as part of the overall IRM compliance assurance program 
report. The required features of the compliance assurance program are 
described in paragraphs iv.·xv.) below. 

iv. The registrant must design anQ implement an ongoing IRM compliance 
assurance program designed to evaluate the extent to which growers purchasing 
its MON 89034 Bt corn product are complying with the IRM program and that 
takes such actions as are reasonably. needed to assure that growers who have 
not complied with the -program either do so in the future or lose their access to 
the MON 89034 Bt corn product. The registrant shall coordinate wtth other Bt 
corn registrants in designing and implemenf1ng its compliance assurance 
program and integrate this registration into the current compliance assurance 
program used for their other Bt corn -PIPS. The registrant must prepare and 
submit within 90 days of the date of registration a written description of their 
compliance assurance program. Other required features of .the program are 
described in paragraphs v.- xv.) below. 

v. The registrant must establish and publicize a "phased compliance approach," i.e., 
a guidance document that indicates how the registrant will address instances of 
noncompliance with the terms of the IRM program and genet?./ criteria for 
choosing among options for responding to any non-compliant growers. The 
options shall include withdrawal of the right to purchase Bt corn for an individual 
grower or for all growers in a specific region. An individual grower found to be 
significantly out of compliance two years in a row would be den'!ed sales of the 
Monsanto PIP products the next year. Similarly, seed dealers who are not 
fulfilling their obligations to inform/educate growers of their IRM obligations will 
lose their opportunity to sell Monsanto PIP products. 

vi. The lAM compliance assurance program shall include an annual survey of a 
statistically representative sample of Bt corn growers conducted by an 
independent third party. The survey shall measure the degree of compliance with 
the IRM program by growers in different regions of the country and consider the 
potential impact of non-response. The sample size and. geographical resolution 
may be adjusted annually, based upon input from the independent marketing 
research firm and academic scientists, to allow analysis of compliance behavior 
within regions or between regions. The sample size must provide a reasonable 
sensitivity for comparing results across the U.S. The survey will include only 
growers planting at least 200 acres of corn in the Corn Belt or 100 acres of corn 
in corn/cotton grOwing regions. 

vii. The survey shall be designed to provide an understanding of any difficulties 
growers encounter in implementing IRM requirements. An analysis of the survey 
results must include the reasons, extent, and potential biologic.al significance of 
any implementation deViations. 
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' viii. The survey shall be designed to obtain grower feedback on the usefulness of 
specific educational tools and initiatives. 

ix. The registrant shall provide a final written summary of the results of the prior 
year's survey (together wtth a description of the regions, the methodology used, 
and the supporting data) to EPA by January 31 of each year. The registrant shall 
confer with EPA on the design and content of the survey prior to its 
implementation. 

x. Annually, the registrant shall revise, and expand as necessary, its compliance 
assurance program to take into account the information collected through the 
compliance survey required under paragraphs vi. through viii. and from other 
sources. The changes shall address aspects of grower compliance that are not 
sufficiently high. The registrant must confer with the Agency prior to adopting any -)~ 
changes to a previously approved CAP. 

xi. The registrant shall train its representatives who make on-farm visits with 
MON89034 Bt corn growers to perform assessments of compliance with IRM 
requirements. In the event that any of these visits result in the identification of a 
grower who is not1n compliance with the IRM program, the registrant shall take 
appropriate action, consistent with its "phased compliance approach," to promote 
compliance. This on-farm assessment program has no minimum acreage 
threshold for growers. 

xii. The registrant shall carry out a program for investigating legitimate ''tips and 
complaints" that-its growers are not in.compliance with the IRM program. 
Whenever an investigation results in the identification of a grower who is not in 
oompliance with the IRM program, the registrant shall take appropriate action, 
consistent with its "phased compliance approach." 

xiii. lf a grower, who purchases MON 89034 Bt corn for planting, was specifically 
identified as not being in compliance during the previous year, the registrant shall 
visit with the grower and evaluate whether that the grower is in compliance with 
the IRM program for the current year. 

xiv. Beginning January 31, 2010 and annually thereafter, Monsanto shall provide a 
report to EPA summarizing the activities carried out under their compliance 
assurance program for tbe prior year and the plans for the compliance assurance 
program during the current year. The report will include infOrmation regard·tng 
grower interactions (including, but not limited to, on-farm visits, verified tips and 
complaints, grower meetings and letters), the extent of non-compliance, 
corrective measures to address the non-compliance, and any follow-up actions 
taken. 

xv. The registrant and the seed corn dealers for the registrant must allow a review of 
the compliance records by EPA or by a State pesticide regulatory agency if the 
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State agency can demonstrate that confidential business information, including 
the names, personal information, and grower license number of the growers will 
be protected. 

d) Insect Resistance Monitoring for MON 89034. 

The Agency is imposing the following conditions for this product: 

i. Post-commercial resistance monitoring programs must be established as an 
extension of existing programs to track the susceptibility of the key lepidopteran 
corn pests to the Cry1 A.1 05 and Cry2Ab2 proteins. For the Cry t.A.1 05 and 
Cry2Ab2 proteins, the registrant wHI monitor for resistance and/or trends in 
increased tolerance for European corn borer, Southwestern corn borer, and corn 
earworm. Sampling should be focused in those areas in which there is the 
highest risk of resistance development. Monitoring must be carried out under the 
same protocols used for the products containing MON 8t0. Sampling should be 
focused in those areas in which there is the highest riSk of resistance 
development. In the monitoring program, insect populations will be collected and 
each protein will be tested separately, rather than a mixture of the two proteins, 
because resistance to one protein could be masked by the activity of the other. 

ii. In addition to monitoring ECB, SWCB, and CEW, Monsanto will develop and 
ensure the implementation for resistance monitoring for Spodoptera frugiperda 
(fall arrnyworrn of FAW) in counties 'Ailich MON 89034 I MON 89034 x MON 
880 t7 sweet com acreage exceeds 5,000 acres and the pest is capable of 
overwintering in that. county. The registrant should consult with academic and 
USDA experts in developing the monitoring plan and will provide EPA with a 
copy of its proposed resistance monitoring plan for EPA's approval prior to 
implementa.tion. This proposed FAW monitoring plan must be submitted to EPA 
by January 31 of the year following that in which MON 89034/ MON 89034 x 
MON 88017 sweet corn acreage exceeds the trigger specified in this requirement 
(i.e., greater than 5,000 acres in any county in which FAW overwinters). The 
proposed plan must be implemented the season following the acreage trigger 
being met. The proposed plan wUJ remain in place untU an EPA approved plan 
can be implemented. 

iii. The registrant must follow-up on grower, extension specialist or consultant 
reports of unexpected damage or control failures for corn rootworm. 

iv. The registrant must provide EPA with an annual resistance monitoring report by 
August 31st of each year beginning with 2010, reporting on populations collected 
the previous year. 

e) Remedial Action Plans for MON 89034 

The October 15, 2001 Remedial Action Plan for Responding to Resistance in European 
Corn Borer, Corn Earworm and/or Southwestern Corn Borer must be used for suspected and 
confirmed resistance of these pests. 
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The annual reporting requirements are as follows:. 

L Annual Sales: reported and summed by state (county level data available by 
request),January 31st each year; 

ii. Grower Agreement: number of units of Bt corn seeds shipped or sold and not 
returned, and the number of such units that were sold to p·ersons who have 
signed grower agreements, January 31st each year; 

iii. Grower Educat'1on: substantive changes to educaf1on program completed 
previous year, January 31st each year; 

iv. Compliance Assurance Plan: Compliance Assurance Program activities and 
results, January 31st each year; 

v. Compliance: to include annual survey results and plans for the next year; full 
report January ~1st each year; 

vi. Insect Resistance Monitoring Results: results of monitoring and investigations of 
damage reports, April 30th each year. 

8) You must Commit to do the following Insect Resistance Management Program for 
MON 89034 x MON 880t7. 

a) Refuge Requirements for MON 89034 x MON 88017 

These refuge requirements do not apply to seed increase/propagation of inbred 
and hybrid seed corn nor to commercial hybrid sweet corn. 

) 

Grower agreements (also known as stewardship agreements) will specify that ) 
growers must adhere to the following refuge requirements or, in the case of 
sweet corn, haNest practices as described in the grower guide/product use guide 
and/or in supplements to the grower guide/product use guide. 

For MON 89034 x MON 88017 sweet corn, growers are required to destroy any 
MON 89034 sweet corn stalks that remain in the field following harveSt via rotary 
mowing, discing, or plow~down within one (1) month of harvest. 

Two options for deployment of the refuge are available to growers. The first 
option is planting a common refuge for both corn borers and corn rootworms. The 
common refuge must be planted with corn hybrids that do not contain Bt 
technologies for the control of corn rootworms or corn borers. The refuge area 
must represent at least 20% of the grower's corn acres (i.e. sum of [MON 88017 
x MON 89034] acres and refuge acres). It can be planted as a block adjacent to 
the [MON 88017 x MON 89034] field, perimeter strips, or in-field strips. If 
perimeter strips are implemented, the strips must be at least 4, and preferably 6 
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consecutive rows wide. If strips within the [MON 88017 x MON 89034] field are 
implemented, then at least 4, and preferably 6 consecutive rows should be 
plan~ed. The common refuge can be treated with a soiJ~applied or seed~applied 
insecticide to control rootworm larvae and other soil pests. The refuge can also 
be treated with a non~Bt foliar insecticide for control of late season pests if pest 
pressure reaches an economic threshold for damage; however, if rootWorm 
adults are present at the time of foliar applications then the [MON 88017 x MON 
89034] field must be treated in a similar manner. 

The second option is planting separate refuge areas tor corn borers and corn 
rootworms. The corn borer refuge must be planted with a non~BVIepidopteran~ 
protected hybrid, must represent at least 20% of the grower's corn acres (i.e. 
sum of [MON 88017 x MON 89034] acres and corn borer refuge acres), and 
must be planted within l> mile of the [MON 88017 x MON 89034] field. 
The. corn borer refuge can be treated with a soil-applied or seed-applied 
insecticide for corn rootworm larval control, or a non-Bt foliar-applied insecticide 
for corn borer control if pest pressure reaches an economic threshold for 
damage. The corn rootworm refuge must be planted with a non-Bt/com 
rootworm-protected hybrid, but can be planted with Bt corn hybrids that coritrol 
corn borers. The corn rootworm refuge must represent at least 20% of the 
grower's corn acres (i.e. sum of [MON 88017 x MON 89034] acres and corn 
rootworm refuge acres) and can be planted as an adjacent block, perimeter 
strips, or in-field strips. The corn rootworm refuge can be treated with a soil
applied or seed-applled insecticide to control rootworm larvae and other soil 
pests. The refuge· can also be treated with a non-Bt foliar insecticide for control of 
late season pests; however, if" rootworm adults are present.at the time of foliar 
applications then the [MON 88017 x MON 89034] field must be treated in a 
similar manner. Growers who fail to comply with the IRM requirements risk losing 
access to Monsanto PIP products. 

b) Grower Agreements for MON 89034 x MON 88017 

L Persons purchasing the Bt corn product must sign a grower agreement. The term 
"grower agreement" refers to any grower purchase contract, license agreement, or 
similar legal document. 

ii. The grower agreement and/or specific stewardship documents referenced in the 
grower agreement must clearly set forth the terms of the current IRM program. By 
sigriing the grower agreement, a grower must be contractually bound to comply with 
the requirements of the IRM program. 

m. The registrant must integrate this registration into the current system used for their 
other Bt corn PIPS to reasonably likely to assure that persons purchasing the 8t corn 
product will affirm annually that they are contractually bound to comply with the 
requirements of the IRM program. A description must be submitted to EPA by August 
1, 2008. -
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iv. The registrant must use grower agreements and submit to EPA within 90 days from 
the date of registration a copy of that agreement and any· specific stewardship 
documents referenced in the grower agreement. If Monsanto wishes to change any 
part of the grower agreement or any specific stewardship documents referenced in 
the grower agreement that would affect etther the content of the IRM program or the 
legal enforceabiltty of the provisions of the agreement relating to the IRM program, 
thirty days prior to implementing a proposed change, the registrant must submit to 
EPA the text of such changes to ensure that it is consistent with the terms and 
conditions of the amendment. 

v. The registrant must integrate this registration into the current system to assure that 
persons purchasing the Bt corn sign grower agreement(s), and must provide within 
90 days from the date of the registration a written description of that system. A 
description must be submitted to EPA by August 1, 2008. 

vi. The registrant shall maintain records of all Bt corn grower agreements for a period of 
three years from December 31st of the year in which the agreement was signed. -

vii. Beginning on January 31, 2010 and annually thereafter, the registrant shall provide 
EPA with a report showing the number of units of tts Bt MON 89034 x MON 88017 
corn seeds sold or shipped and not returned, and the number of such units that were 
sold to persons who have signed grower agreements. The report shall cover the time 
frame of the twelve mOnth period covering the prior August through July. 

viii. The registraht must allow a review of the grower agreements and groWer agreement 
records by EPA or by a State pesticide regulatory agency if the State agency can 
demonstrate that confidential business information, including names, personal 
information, and grower license number, will be protected. 

) 

c) IRM Education and IRM Compliance Monitoring Programs for MON 89034 
x MON 88017 ) 

i. Monsanto must design and implement a comprehensive, ongoing IRM education 
program designed to convey to Bt MON 89034 x MON 88017 corn users the 
importance of complying wtth the IRM program. The program shall include 
information encouraging Bt MON 89034 x MON 88017 corn users to pursue optional 
elements of the IRM program relating to refuge configuration and proximity to Bt 
MON 89034 x MON 88017 corn fields. The education program shall involve the use 
of multiple media, e.g. face~to~face meetings, mailing written materials, EPA 
reviewed language on IRM requirements on the bag or bag tag, and electronic 
communications such as by Internet, radio, or television commercials. Copies of the 
materials will be provided to EPA for its records. The program shall involve at least 
one written communication annually to each Bt MON 89034 x MON 88017 corn user 
separate from the grower technical guide. The communication shall inform the user 
of the current IRM requirements. Monsanto shall coordinate its education programs 
with educational efforts of other registrants and other organizations, such as the 
National Corn Growers Association and state extension programs. 
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ii. Annually, the registrant shall revise, and expand as necessary, its education 
program to take into account the information collected through the compliance 
survey required under paragraph vi. and from other sources. The changes shall 
ad~ress aspects of grower compliance that are not sufficiently high. 

iii. On January 31, 201 o, the registrant must provide a report to EPA summarizing the 
activities carried out under the education program for the prior year. Annually 
thereafter, the registrant must provide EPA any substantive changes to its grower 
education activities as part of the overaiiiRM compliance assuran·ce program report. 
The required features of the compliance assurance program are described in 
paragraphs iv.-xv. below. 

iv. The registrant must design and implement an ongoing IRM compliance assurance 
program designed to evaluate the extent to which growers purchasing its MON 
89034 x MON 88017 Bt corn product are complying with the IRM program and that 
takes such actions as are reasonably needed to assure that growers who have not 
complied with the program either do so in the future or lose their access to the MON 
89034 x MON 88017 81 corn product. The registrant shall coordinate with other Bt 
corn r·egistrants in designing and implementing its compliance assurance program 
and integrate this registration Into the current compliance assurance program used 
for their other Bt corn PIPS. The registrant must prepare and submit within 90 days 
of the date of registration a written description of their compliance assurance 
program. Other required features of the program are described in paragraphs v.- xv. 
below. 

v. The registrant must establish and publicize a "phased compliance approach," i.e., -a 
guidance document that indicates how th.e registrant will address instances of 
noncompliance with the terms of the IRM program and general criteria for choosing 
among options for responding to any nonwcompliant growers. The options shall 
include withdrawal of the right to purchase Bt corn for an individual grower or for all 
growers in a specific region. An individual grower found to be significantly out of 
compliance two years in a row would be denied sales of Monsanto PIP products the 
next year. Similarly, seed dealers who are not fulfilling their obligations to 
inform/educate growers of their IRM obligations will lose their opportunity to sell 
Monsanto PIP products 

vi. The I RM compliance assurance program shall include an annual survey of a 
statistically representative sample of 81 corn growers conducted by an independent 
thjrd party. The survey shall measure the degree of compliance with the IRM 
program by grOwers in different regions of t~e country and consider the potential 
impact of nonwresponse. The sample size and geographical resolution may be 
adjusted annually, based upon input from the independent marketing research firm 
and academic scientists, to allow analysis of compliance behavior within regions or 
between regions. The sample size must provide a reasonable sensitivity for 
comparing results across the U.S. The survey will include only growers planting at 
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least 200 acres of corn in the Corn Belt or 100 acres of corn in corn/cotton growing 
regions. 

vii. The survey shall be designed to provide an understanding of any difficulties growers 
encounter in implementing IRM requirements. An analysis of the survey results must 
include the reasons, extent, and potential biological significance of any 
implementation deviations. 

viii. The survey shall be designed to obtain grower feedback on the usefulness of specific 
educational tools and initiatives. 

ix. The registrant shall provide a final written summary of the results of the prior year's 
survey (together with a description of the regions, the methodology used, and the 
supporting data) to EPA by January 31 of each year. The registrant shall confer with 
EPA on the design and content of the survey prior to its implementation. ) 

x. Annually, the registrant shall revise, and expand as necessary, its compliance 
assurance program to take into account the information collected through the 
compliance survey required under paragraphs 6] through 8} and from other sources. 
The changes shall address·aspects of grower compliance that are not sufficiently 
high. The registrant must confer with the Agency prior to adopting any changes to a 
previously approved CAP. 

xi. The registrant shall train its representatives who make on-farm visits with 
MON89034 x MON 88017 Bt corn growers to perform assessments of compliance 
with IRM requirements. In the event that any of these visits result in the identification 
of a grower who is not in compliance with the IRM program, the registrant shall take 
appropriate action, consistent with its "phased compliance approach," to promote 
compliance. This on-farm assessment program has no minimum acreage threshold 
for growers. 

xii. The registrant shall carry out a program for investigating legitimate ''tips and 
complaints" that its growers are not in compliance with the lAM program. Whenever 
an investigation results in the identification of a grower who '1s not in compflance with 
the IRM program, the registrant shall take appropriate action, consistent with its 
"phased compliance approach." 

xiii.lf a grower, who purchases MON 89034 x MON 88017 Bt corn for planting, was 
specifically identified as not being in compliance during the previous year, the 
registrant shall visit with the grower and evaluate wheth~r that the grower is in 
compliance with the IRM program for the current year. 

xiv. Beginning January 31,2010 and annually thereafter, Monsanto shall provide a 
report to EPA summarizing the activities carried out under their compliance 
assurance program for the prior year and the plans for the compliance assurance 
program during the current year. The report will include information regarding grower 
interactions (including, but not limited to, on-farm visits, verified tips and complaints, 

) 
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grower meetings and letters), the extent of non-compliance, corrective measures to 
address the non-compliance, and any follow-up actions taken. 

xv. The registrant and the seed corn dealers for the registrant must allow a review of the 
compliance records by EPA or by a State pesticide regulatory agency if the State 
agency can demonstrate that confidential business 'Information, including the names, 
personal information, and grower license number of the growers will be protected. 

d) Insect Resistance Monitoring for MON 89034 x MON 88017 

The Agency is imposing the following conditions for this product: 

i. Post-commercial resistance monitoring programs must be established as an 
extension of existing programs to track the susceptibility of the key lepidopteran corn 
pests to the Cry1A.105 and Cry2Ab2 proteins. For the Cry1 A 105 and Cry2Ab2 
proteins, the registrant will monitor for resistance and/or trends in increased 
tolerance for European corn borer, SOuthwestern corn borer, and corn earworm. 
Sampling should be focused in those areas in which there is the highest risk of 
resistance development. Monitoring must be carried out under the same protocols 
used for the products containing MON 810. Sampling should be focused in those 
areas in which there is the highest risk of resistance development. In the monitoring 
program, insect p:>pulations will be collected and each protein will be tested 
separately, rather than a mixture of the two proteins, because resistance to one 
protein could be masked by the activity of the other. 

ii. In addition to monitoring ECB, SWCB, and CEW, Monsanto will develop arid ensure 
the implementation for resistance monitoring for Spodoptera frugiperda (fail 
armyworm of FAW) in counties which MON 89034 I MON 89034 x MON 88017 
sweet corn acreage exceeds 5,000 acres and the pest is capable of overwintering in 
that county. The registrant should consult with academic and USDA experts in 
developing the monitoring plan and will provide EPA with a copy of its proposed 
resistance monitoring plan for EPA's approval prior to implementation. This proposed 
FAW monitoring plan must be submitted to EPA by January 31 of the year following 
that in which MON 89034/ MON 89034 xMON 88017 sweet corn acreage exceeds 
the trigger specified in this requirement (i.e., greater than 5,000 acres iri any county 
in whiCh FAW overwinters). The proposed plan must be implemented the season 
following the acreage trigger being met. The proposed plan will remain in place until 
an EPA approved plan can be implemented. 

iii. For the Cry3Bb1 portion of the product, a revised Cry3Bb1 monitoring plan that 
incorporates MON 89034 x MON 88017 must be submitted to the Agency Within 90 
days of the date of registration. 

iv. For the Cry3Bb1 portion of the product, the registrant must develop and validate an 
appropriate discriminating· or diagnostic dose assay by January 31, 2010. 
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v. For the Cry3Bb1 portion of the product, the registrant r:nust finalize rootworm damage 
guidelines and submit these to BPPD by January 31, 2010. 

vi. The registrant must follow-up on grower, extension specialist or consultant reports of 
unexpected damage or control failures for corn rootworm. 

vii. The registrant must provide EPA with an annual resistance monitoring report by 
August 31st of each year beginning with 2010, reporting on populations collected the 
previous year. 

e) Remedial Action Plans for MON 89034 x MON 88017 

The October t5, 2001 Remedial Action Plan for Responding to Resistance in European 
Corn Borer, Corn Earworm and/or Southwestern Corn Borer must be used for suspected 
and confirmed resistance of these pests. The current remedial action plan approved for -\ 
MON 863 must be used for corn rootworm suspected and confirmed resistance in J 
[MON 89034 x MON 88017). If corn rootworm resistance is confirmed, all acres ([MON 
889034 x MON 88017) and refuges) must be treated with insecticides targeted at CRW 
adults 'as well as larvae. 

The annual reporting requirements_ are as follows: 

i. Annual Sales: reported and summed by state (county level data available by 
request),January 31st each year; 

ii. Grower Agreement: number of units of Bt corn seeds shipped or sold and not 
returned, and the number of such units that were sold to persons who have 
signed grower agreements, January 31st each year; 

iii. Grower Education: substantive changes to education program completed 
previous year, January 31st each year; 

iv. Compliance Assurance Plan: Compliance Assurance Program activities and 
results, January 31st each year; 

v. Compliance: to include annual survey results and plans for the next year; full 
report January 31st each year; 

vi. Insect Resistance Monitoring Results: results of monitoring and investigations of 
damage reports, April 3oth each year. 

9) Label and Administrative Materials: 

You must submit an updated label, Confidential Statement of Formula (CSF), 
Certification with Respect to Citation of Data form, and data matrix for both products. The labels 
must list separately those pests that are controlled and those that are suppressed as well as the 
IRM refuge and harvest requirements. The data matrix and Certification with Respect to Citation 

) 
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of Data form should have the same date. Each of the CSFs and labels should have the same 
product name and be based an· actual expression level data. You must also formally address all 
the requirements nsted in 40 CFR Part 158.740, e.g. via waiver requests where appropriate. 
The updated label should include modifications to the IRM requirements listed in thi$ letter. 

This letter does not mean that EPA agrees to amend the subject product. If Monsanto· 
Company submits the information in writing as described in this letter, however, EPA will be 
able to continue to process the registration application. 

Please contact Susanne Cerrelli of my staff at (703) 308-8077 should you have any 
questions or wish to schedule a meeting. 

Sincerely, 

~ I /:{?J.j_ 
¥~illy, Ph.D. 4f 

Microbial Pesticide Bra~t:: 
Biopesticides and Pollution 
Prevention Division (7511 P) 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Washington, D.C. 20460 

OFFICE OF 
PREVENTION, P'ESTICIOES 
£\NO TOXIC SUBSTANCES 

JUN o9211U 
MEMORANDUM 

SUBJECT: 

FROM: 

TO: 

I. ISSUE 

Consideration of Section 3(c)(7)(C) Conditional Time-Limited Registration for 
Monsanto's Plant-incorporated Protectants, Bacillus thuringiensis Cry1A.105 and 
Cry2Ab2 Insecticidal Protein and the Genetic Material Necessary for Their 
Production in MON 89034 Com 
(EPA File Symbols 524-LTA and 524-LTL) -DECISION MEMORANDUM 

Janet L. Andersen, Ph.D., Director /I~· ~a~ 
Biopesticides and Pollution Preventio~n 

Debra Edwards, Ph.D., Director J 
Office of Pesticide Programs 

Should the Agency conditionally register the subject pesticides until September 30, 2010 
pursuant to FIFRA §3(c)(7)(C)? 

II. RATIONALE FOR RECOMMENDATION 

Section 3(c)(7)(C) ofFIFRA provides for the conditional registration of new active ingredients if 
it is detennined that 1) use of the pesticide during a defined period of time will not cause any 
unreasonable adverse effect on the environment; 2) use of the pesticide is in the public interest; 
and 3) that for the data that is lacking, a reasonable period of time sufficient for generation of the 
data has not elapsed since the Agency first imposed the data requirements. 

To satisfY criterion (1) above, we have determined that this plant-incorporated protectant 
. pesticide will not cause any unreasonable adverse effects on human health or the environment. 

The data have been reviewed and BPPD has determined that a section 3( c)(7)(C) conditional 
registration that is limited in duration is appropriate in this situation. Data requirements for 
granting the subject time-limited registrations for use of these products under section 3( c)(7)(C) 
of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been met. BPPD has 
determined that these products will cause no unreasonable adverse effects to the environment if 
used in compliance with the terms and conditions of registration, as presented in the Biopesticide 



registrations. This registration will not cause unreasonable adverse effects to man or the 
environment and is in the public interest. 

The expiration date of the registrations has been set to September 30, 2010. 

v 
CONCUR: _____ _ NON-CONCUR: _____ _ 

DATE: 

4 



Registration Action Document (BRAD) for Bacillus thuringiensis CrylA.l05 and Cry2Ab2 
insecticidal protein and the genetic material necessary for their production in MON 89034 com. 

III. RECOMMENDATION 

Pursuant to FIFRA section 3(c)(7)(C), EPA may conditionally register a new pesticide active 
ingredient for a period of time reasonably sufficient for the generation and submission of 
required data that are lacking if insufficient time has elapsed since the imposition of the data 
requirement for those data to be developed. EPA may grapt such conditional registration only if 
EPA determines that the use of the pesticide product during the period of the conditional 
registration will not cause any unreasonable adverse effect on the environment, and the 
registration and use of the pesticide during the conditional registration is in the public interest. 
EPA determines that all of these criteria have been fulfilled. 

Insufficient time has elapsed since the initial imposition of the data requirements for: 

1) An independent lab validation of the analytical method for the detection ofCry2Ab2 and/or 
Cry1A.l05 to satisfy residue analytical method in plants requirements for event MON 89034 
com and event MON 89034 x MON 88017 com. 

2) A 7 to 14 day Daphnia study as per the 885 Series OPPTS Guidelines or, alternatively, a 
dietary study of the effects on an aquatic invertebrate, representing the functional group of a leaf 
shredder in headwater streams. 

3) Additional information on cross~resistance ofCrylA.l05 and CrylFa and Cry lAc (preferably 
including binding site models and use of resistant colonies) for the target pests and determination 
of how such cross-resistance may impact the durability ofMON 89034. 

4) Baseline susceptibility studies and/or a discriminating concentration assay that are required for 
the CrylA.l 05 protein against ECB, SWCB, and CEW and for the Cry2Ab2 protein against 
SWCB,CEW. 

5) Baseline susceptibility studies to support sweet com uses that must be conducted on FA W 
populations Collected from sweet com growing areas; monitoring studies that will be conducted 
on F AW populations collected from sweet com distribution areas in states in which Monsanto 
MON 89034 and/or MON 89034 x MON 88017 sweet com plantings exceed 1000 acres; and 
monitoring of the collected populations ofFAW for changes in susceptibility to the Cry1A.l05 
and Cry2Ab2 proteins. 

2 



The applicants submitted or cited data sufficient for EPA to determine that conditional 
registration of Bacillus thuringiensis Cry2Ab2 and Cry 1 A.l 05 proteins and the genetic material 
necessary for their production in event MON 89034 field com and sweet com under FIFRA 
3(c)(7)(C) will not result in unreasonable adverse effects to the environment. The applicants 
submitted and/or cited satisfactory data pertaining to the proposed use. The human health effects 
data and nontarget organism effects data are considered sufficient for the period of the 
conditional registration. These data demonstrate that no foreseeable human health hazards or 
ecological effects are likely to arise from the use of the product and that the risk of resistance 
developing to Cry2Ab2 and Cry lA.l 05 proteins, during the conditional registrations, is not 
expected to be significant. · 

Registration of Bacillus thuringiensis Cry2Ab2 and Cry lA. I 05 proteins and the genetic material 
necessary for their production in event MON 89034 field corn and sweet com is in the public 
interest because: 

(1) Registration ofMON 89034 is expected to result in the reduction of the use of higher risk, 
and often less effective and more expensive, conventional pesticides. A reduction in use of 
conventional pesticides equates to less potential for adverse effects to human health and the 
environment. 

(2) Additionally, M<?N 89034 provide a wider spectrum of protection against primary and 
secondary com pests, which should "facilitate greater grain quality, a reduction of mycotoxin 
contamination, increased yield and ultimately, positive implications for human health. 

In view of these minimal risks and the clear benefits related to Bacillus thuringiensis Cry2Ab2 
and Cry I AI 05 proteins and the genetic material necessary for their production in event MON 
89034 field com and sweet com , EPA believes that the use of these products during the limited 
period of the conditional registration will not cause any unreasonable adverse effects. 

Although the data with respect to this particular new active ingredient are satisfactory, they are 
not sufficient to support an unconditional registration under FIFRA 3(c)(5). Additional data are 
necessary to evaluate the risk posed by the continued use of this product. Consequently, EPA is 
imposing the data requirements specified in Section III of the BRAD. 

EPA has determined, as explained in the Benefits and Public Interest Finding Assessment, that 
the use of Bacillus thuringiensis Cry2Ab2 and Cry 1A.l05 proteins and the genetic material 
necessary for their production in event MON 89034 field corn and sweet corn under these 
registrations are in the public interest. 

The submitted data in support oftbis registration under section 3( c)(7)(C) of the Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been reviewed and determined to be 
adequate. Studies mentioned above are included in the terms, conditions, and limitations of these 

3 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

JUN 0 9 2008 

MEMORANDUM 

SUBJECT: 

FROM: 

TO: 

I. ISSUE 

Consideration of Section 3(c)(7)(C) Conditional Time-Limited Registration for 
Monsanto's Plant-incorporated Protectants, Bacillus thuringiensis CrylA.l 05 and 
Cry2Ab2 Insecticidal Protein and the Genetic Material Necessary for Their 
Production in MON 89034 Corn 
(EPA File Symbols 524-LTA and 524-LTL) -DECISION MEMORANDUM 

Janet L. Andersen, Ph.D., Directa4%-M ~ 
Biopesticides and Pollution Pre'//tfOn Division 

Debra Edwards, Ph.D., Directbf 
Office ofPesticide Programs 

Should the Agency conditionally register the subject pesticides until September 30, 2010 
pursuant to FIFRA §3(c)(7)(C)? 

II. RATIONALE FOR RECOMMENDATION 

Section 3( c)(7){C) ofFIFRA provides for the con.ditional registrati~n of new active ingredients if 
it is determined that 1) use of the pesticide during a defined period of time will not cause any 
unreasonable adverse effect on the environment; 2) use of the pesticide is in the public interest; 
and 3) that for the data that is lacking, a reasonable period of time sufficient for generation of the 
data has not elapsed since the A£-ency first imposed the data requirements. 

To satisfy criterion (1) above, we have detennined that this plant-incorporated protectant 
pesticide will not cause any unreasonable adverse effects on human health or the environment. 

The data have been reviewed and BPPD has determined that a section 3(c)(7)(C) conditional 
registration that is limited in duration is appropriate in this situation. Data requirements for 
granting the subject time-limited registrations for use of these products under section 3(c)(7)(C) 
of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been met. BPPD has 
determined that these products will cause no unreasonable adverse effects to the environment if 
used in compliance with the terms and conditions of registration, as presented in the Biopesticide 
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Registration Action Document (BRAD) for Bacillus thuringiensis CrylA.l05 and Cry2Ab2 
insecticidal protein and the genetic material necessary for their production in MON 89034 com. 

III. RECOMMENDATION 

Pursuant to FIFRA section 3(c)(7)(C), EPA may conditionally register a new pesticide active 
ingredient for a period of time reasonably sufficient for the generation and submission of 
required data that are lacking if insufficient time has elapsed since the imposition of the data 
requirement for those data to be developed. EPA may grant such conditional registration only if 
EPA determines that the use of the pesticide product during the period of the conditional 
registration will not cause any unreasonable adverse effect on the environment, and the 
registration and use of the pesticide during the conditional registration is in the public interest. 
EPA determines that all of these criteria have been fulfilled. 

Insufficient time has elapsed since the initial imposition of the data requirements for: 

1) An independent lab validation of the analytical method for the detection ofCry2Ab2 and/or 
CrylA.105 to satisfy residue analytical method in plants requirements for event MON 89034 
com and event MON 89034 x MON 88017 com. 

2) A 7 to 14 day Daphnia study as per the 885 Series OPPTS Guidelines or, alternatively, a 
dietary study of the effects on an aquatic invertebrate, representing the functional group of a leaf 
shredder in headwater streams. 

3) Additional information on cross-resistance ofCrylA.l 05 and CrylFa and Cry lAc (preferably 
including binding site models and use of resistant colonies) for the target pests and determination 
of how such cross-resistance may impact the durability ofMON 89034. 

4) Baseline susceptibility studies and/or a discriminating concentration assay that are required for 
the Cry1A.1 05 protein against ECB. SWCB. and CEW and for the Cry2Ab2 protein against 
SWCB,CEW. 

5) Baseline susceptibility studies to support sweet corn uses that must be conducted on F AW 
populations collected from sweet corn growing areas; monitoring studies that will be conducted 
on FA W populations collected from sweet corn distribution areas in states in which Monsanto 
MON 89034 and/or MON 89034 x MON 88017 sweet com plantings exceed 1000 acres; and 
monitoring of the collected ·populations ofF A W for changes in susceptibility to the Cry 1 A.l 05 
and Cry2Ab2 proteins. 

2 



The applicants submitted or cited data sufficient for EPA to determine that conditional 
registration of Bacillus thuringiensis Cry2Ab2 and Cry lA.l 05 proteins and the genetic material 
necessary for their production in event MON 89034 field corn and sweet corn under FIFRA 
3(c)(7)(C) will not result in unreasonable adverse effects to the environment. The applicants 
submitted and/or cited satisfactory data pertaining to the proposed use. The human health effects 
data and nontarget organism effects data are considered sufficient for the period of the 
conditional registration. These data demonstrate that no foreseeable human health hazards or 
ecological effects are likely to arise from the use of the product and that the risk of resistance 
developing to Cry2Ab2 and Cry !A. I 05 proteins, during the conditional registrations, is not 
expected to be significant. · 

Registration of Bacillus thuringiensis Cry2Ab2 and Cry IA.105 proteins and the genetic material 
necessary for their production in event MON 89034 field corn and sweet com is in the public 
interest because: 

(1) Registration ofMON 89034 is expected to result in the reduction of the use of higher risk, 
and often less effectiVe and more expensive, conventional pesticides. A reduction in use of 
conventional pesticides equates to less potential for adverse effects to human health and the 
environment. 

(2) Additionally, MON 89034 provide a wider spectrum of protection against primary and 
secondary com pests, which should'facilitate greater grain quality, a reduction of mycotoxin 
contamination, 'increased yield and ultimately, positive implications for human health. 

In view of these minimal risks and the clear benefits related to Bacillus thuringiensis Cry2Ab2 
and Cry !A. I 05 proteins and the genetic material necessary for their production in event MON 
89034 field com and sweet com , EPA believes that the use of these products during the limited 
period of the conditional registration will not cause any unreasonable adverse effects. 

Although the data with respect to this particular new active ingredient are satisfactory, they are 
not sufficient to support an unconditional registration under FIFRA 3( c)(5). Additional data are 
necessary to evaluate the risk posed by the continued use of this product. Consequently, EPA is 
imposing the data requirements specified in Section III of the BRAD. 

EPA has determined, as explained in the Benefits and Public Interest Finding Assessment, that 
the use of Bacillus thuringiensis Cry2Ab2 and Cry I A.l 05 proteins and the genetic material 
necessary for their production in event MON 89034 field com and sweet com under these 
registrations are in the public interest. 

The submitted data in support of this registration under section 3( c)(7)(C) ofthe Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been reviewed and detennined to be 
adequate. Studies mentioned above are included in the tenus, conditions, and limitations of these 

3 



registrations. This registration will not cause unreasonable adverse effects to man or the 
environment and is in the public interest. 

The expiration date of the registrations has been set to September 30, 2010. 

NON-CONCUR:. _____ _ 

DATE: 
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Susanne, 

Mike 
Mendelsohn/DCJUSEPA 
IUS 

0512212008 03:t4 AM 

To Susanne Cerrel!i/DC/USEPAIUS@EPA 

cc John Kough/DCJUSEPAIUS@EPA 

bee 

Subject Fw: Latest version for EPA 

FYI~ This is an example of what Monsanto sent a few years ago to address the microbial data 
waivers. The eco section of the BRAD does address at least some waivers. I don't know if or 
how Monsanto submitted them. 

Sorry about not getting the tolerance exemption piece~ just not enough time. John probably 
has it taken care of already. My thought was to explain how most of the tax and allergenicity 
data was not developed based on the plant produced protein, but on the bacterially produced 
protein and on the sequence that was in the vector for the AA homology. On the analytical 
method, I thought we could say we have a method, but it was not needed because this is a 
tolerance exemption. Also on the glycosylation section, I thought adding basic information 
relative to the eucaryotic nature of glycosylation might help and that the Cry protein is a 
procaryotic protein. 

Mike Mendelsohn 
Senior Regulatory Specialist 
Office of Pesticide Programs/ Biopesticides and Pollution 
Prevention Division (7511P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue NW 
Washington DC 20460 
(703) 308-8715 
(703) 308-7026 (fax) 
http:IIW'WW.epa.gov/pestiddes/biopesticides 
~-~~~Forwarded by Mike Mendelsohn/DC/USEPA!US on 05/22/2008 03:05AM~~~~-

Mike 
Mendelsohn/DC/USEPA 
/US 

05/t9/2008 07:51 AM 

To Mike Mendelsohn/DC/USEPA!US@EPA 

ee 

Subject Fw: Latest version for EPA 

-~--·Forwarded by Mike Mende!sohn/DC/USEPA!US on 05/19/2008 07:45AM--~

"SCHNEIDER, 
RUSSELL P [AG/1920]" 
<russell.p.schneider@m 
onsanto.com> 

0212 t/2003 09:04AM 

Mike/Phil, 

To Mike Mende!sohn/DC/USEPAIUS@EPA, PhH 
Hutton/DC/USEPAIUS@EPA 

ee 

Subject FW: Latest version for EPA 



Sheryl 
Reilly/DCIUSEPAJUS 

05/22/200810:01 AM 

To Alan Reynolds/DC/USEPAIUS@EPA, Jeannette 
MartinezJDC/USEPA/US@EPA, cerrelli.susanne@epa.gov 

cc mendelsohn.mike@epa.gov 

bee 

Subject Fw: Background info for today's Conference call regarding 
proposed changes to IRM refuge plans 

----Forwarded by Sheryl ReiiJy/OC/USEPAJUS on 05/22/2008 09:59AM---

"Lucy Reed" 
<reedle@inspection.gc. 
ea> 

05/21/2008 04:05PM 

Hi SheryL 

To Sheryl Reilly/DCIUSEPAIUS@EPA 

cc ''Tanya Fielding" <fieldingt@inspection.gc.ca;:o. 

Subject Re: Conference call regarding proposed changes to IRM 
refuge plans 

Actually here's a bit of background for you and your group to 
consider for tomorrow's call. 

In Canada, a condition of authorization for the unconfined 
environmental release of Bt corn is the implementation of an insect 
resistance management {IRM) plan; this condition is imposed to 
manage an identified risk. In Canada, there is one "generic" plan 
for corn resistant to the European corn Borer {ECB) and one 
"generic" plan for those crops resistant to corn rootworm {CRW). A 
main component of both of these plans is the requirement for a 20% 
refuge to be planted. 

Results from the 2007 Stratus Canadian phone survey regarding 
compliance with IRM plan requirements has indicated that compliance 
with the 20% refuge requirement has decreased relative to the 2005 
and 2003 phone surveys. As a result, the Canadian Food Inspection 
Agency {CFIA) is planning to host a one day meeting in September 
2008 with relevant companies/industry members to discuss how the 
industry intends to increase the rate of compliance with this IRM 
plan requirement. 

Against that backdrop of decreasing compliance, two companies have 
approached the CFIA with I&~ plans with alternative refuge 
requirements. The CFIA does not dispute that IRM plans with 
different refuge requirements could be scientifically valid, but if 
they are not applied correctly, the validity of this science is 
lost. Part of the risk management process in Canada includes CFIA 
confidence that all conditions for the management of risk will be 
met by the proponent. The CFIA is concerned that authorizing the 
environmental release of Bt corn products with I&~ plans with 
various refuge requirements, whether it be size or even layout, will 
create a complicating factor in growers' compliance with IRM 
requirements at large {i.e., that compliance will decrease even 
further) , even more so if growers buy seed from 2 or 3 different 
companies. For example, a producer might plant a 5% refuge for a 
hybrid that requires a 20% refuge. Alternatively, if they buy seed 



from 2-3 companies, they may opt to apply the simplest IRM plan of 
all three products across the board. 

Currently, industry has not been able to maintain compliance with 
the current "genericn plans; therefore, there is concern that 
industry will not be able to ensure the proper 
application/implementation of IRM plans with varying refuge 
requirements (i.e., that an IRM plan will be correctly applied to 
the authorized product, and only to the authorized product} . Prior 
to moving forward, CFIA regulators must not only have internal 
discussions, but also discussions with industry and other relevant 
stakeholders on how industry will ensure that the requirements for 
different IRM plans will be met on an ongoing basis. The CFIA plans 
to discuss this at the September 2008 meeting as well. 

The purpose of Thursday's conference call is to discuss whether the 
EPA has similar concerns and internal discussions as the CFIA. 
Furthermore, the CFIA would like to involve the EPA in its 
discussions with industry at the September 2008 meeting. 

I hope this helps to fill in the gaps a bit, and we look forward to 
talking to you tomorrow. 

Kind regards, ) 

Lucy 

Lucy Reed, M.Sc. 
(613} 221-4704 I reedle@inspection.gc.ca I Facsimile I T818copieur 
(613) 228-6140 
Plant Biosafety Management Specialist, Canadian Food Inspection 
Agency 
Specialiste, gestion de la biosecurite v8g8tale, Agence canadienne 
d'inspection des aliments 
59 Camelot Drive I 59, promenade Camelot Ottawa ON KlA OY9 
Government of Canada I Gouvernement du Canada 
www.inspection.gc.ca 



Mike-

Susanne 
Cerrelli/DC/USEPNUS 

0411412008 11:38 AM 

To Mike Mendelsohn/DC/USEPNUS@EPA 

ee 

bee 

Subject Fw: A PS to our last meeting ... - Please comment and CC me 

My understanding is that we want the following from Zig/ Annabel Eco team: 

Annabel has an understanding of what we need which includes: 

(1) A memo orDER- for the "Peer reviewed published literature summarizing one hundred 
field tests over 10 years" that we can use for these registrations and others that are pending 
or come in the future. 

(2) Clarification in writing preferably about the need for additional non-target insect testing 
on actual foilage from the two new registrations MON 89034 and MON89034 x 88017. 
Onlyone insect was tested with foilage with the Bt proteins incorporated. 

(3) A memo orDER that expresses in writing why we are accepting the synergy information, 
and that explains in more detail what published literature we are relying upon. 

(4) The eco-chapter that had been prepared earlier with clarifications mentioned above 
about cited literature, any additional confirmatory data needed and a signature page 

Mike- This isjustfrom my memory, I am sure I missed something, please comment 

Thanks for all your help on this!!! 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511 P) 

703-308-8077(w) 

---Forwarded by Susanne Cerrelli/DC/USEPA/US on 04/14/2008 11 :23AM ---

To: St!sanne Cerrelli/DC/USEPA/US@EPA 
From: Zigfridas Vaituzis/DC/USEPA/US 
Date: 04/12/2008 12: 16AM 
cc: Alan Reynolds/DC/USEPA/US@EPA, Mike Mendelsohn/DC/USEPA/US@EPA, Annabel 
Waggoner/DC/USEPAIUS@EPA 
Subject: A PS to our last meeting ... 

Susanne: 

I apologize for my unfriendly attitude at the meeting on the MON89034 x MON88017 
PIP the other day. I was overwhelmed with shock after all the work that we put into that 
BRAD chapter. And it was one of the best ones that we had come up with until Annabel did 
the VipCot. I could not help but overreact when all I perceived at the meeting was 
uninformed picky criticism. I guess that I have not yet gotten used to that even after all these 



.r;_---· Alan 
~~~S ReynoldsiDC/USEPAIU 

'r-· s 
\ .. ~~, ~~ 04/08/2008 12:45 PM 

Hi Susanne-

To Susanne Cerrelli/DC/USEPNUS@EPA 

cc 

bee 

Subject Re: Fw: Edits and Additions to MON 89034 and MON 89034 
x MON 880 t7 ~What about sweet corn IRM??IT!I 

The sweet corn part is OK ..... Monsanto's response was acceptable and they don't need to 
provide any more data. 

The terms and conditions for sweet corn should mimic those for other Bt sweet com 
registrations (i.e. Syngenta's Attribute sweet corn). I think we have some language regarding 
crop destruction in lieu of a refuge. Mike should be able to help find the language .... if not, I 
can help you tomorrow. 

Alan 

Susann9 Cerrelli/DC/USEPAJUS 

Alan-

Susanne 
Cerrelli/DC/USEPAIUS 

04/08/2008 10:24 AM 
To Alan Reynolds/DC/USEPAJUS@EPA 

cc 

Subject Fw: Edits and Additions to MON 89034 and MON 89034 x 
MON 88017 ·What about sweet corn IRM?? 

I am getting pressure from Monsanto and mike to wrap up the PA letter. Please let me 
know. if you have comments today. mike was asking me about sweet corn, and your 
review 

ofMON 89034 states: BPPD agrees that no structured refuge is needed in 
conjunction with the sweet com use based on the destruction of potential resistant 
larvae through cultivation practices. 

Can you confirm that we don't need anything more for sweet com? Sharlene had 
asked for data and expression and activity last year for sweet com. Was 
monsanto's response totally ok for sweet com IRM?? 

Susanne Cerrelli 

Regulatory Action leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511P) 

703-308-8077(w) 

-··Forwarded by Susanne Cerrelli/DC/USEPNUS on 0410812008 09:56AM-··· 



Hi Zig, 

Annabel 
Waggoner/DC/USEPAJUS 

02/17/2008 06:00PM 

To Zigfr'1das Vaituzis/DC/USEPAIUS@EPA 

ee 

bee 

Subjecl Additive vs. Synergistic effects 

Here's is some info' of Additive vs. Synergistic effects that I pulled from Alan Raybould's 
paper. I also attached the paper for you as well. Hopefully, it's the right one ... 

"The most powerful test of the hypothesis that the hazard is not greater than additive (not 
synergistic) is to examine the effects of the mixture in species that are sensitive to at least one 
of the proteins; If a species sensitive to both proteins is available, dose response curves for the 
separate proteins would be obtained. The predicted response of the species to mixtures of the 
proteins can be obtained from these data. 

The predicted effect depends upon the modes of action of the proteins. If the proteins have 
different modes of action, the predicted effect of the mixture should be calculated us"rng a model 
called independent joint action. Under this model, if a certain amount of protein A alone kills 
x% of a sample, and a certain amount of protein B kills y%, the predicted percentage kill of a 
mixture of these amounts of protein is given by x + y • (xy/tOO) Colby ( t967) If protein A kills 
x%, protein B will kill y% of the remainder, I.e. x + y/100(tOO-x) = x + y- xy/100. The 
observed and expected mortalities are compared over a range of concentrations. There is no 
test of statistical significance; the predicted dose response curves are compared .with the 
expected dose response curves and if there is greater mortality than expected over the range of 
concentrations the hypothesis of synergism is falsified. If the studies corroborate the hypothesis 
of no synergism in sensitive pest species, it is likely that there will be no synergism of the 
mixture against non-target organisms, and that the risk hypothesis of HQ <1 for all non-target 
organisms exposed to the mixture is corroborated. No testing of the mixture against non- target 
organisms should be necessary under these circumstances." 

R aybould.E co.GM. crops.Ji$k.as:essment.2007.pdl 

*****'"""'************************************************ 
Annabel Waggoner, Environmental Protection Specialist 
U.S. Environmental Protection Agency 
Office of Pesticide Programs 
Biopesticides and Pollution Prevention Division 
Microbial Pesticide Branch 
(703) 308·0340 
waggoner.annabel@epamail.epa.gov 

Mailing Address: 
OPP/ Biopesticides and Pollution Prevention Division Mailcode: 75 t tP 
U.S.EPA 
t200 Pennsylvania Avenue NW 
Washington DC 20460 
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Mike 
Mendelsohn/DC/USEPA 
/US 

04/22/2008 to:19 PM 

To Zigfridas Vaituzis!DC/USEPA/US@EPA 

cc Alan Reynolds/DC/USEPA!US@EPA, Annabel 
Waggoner/DC/USEPA/US@EPA, Susanne 
Cerrelli/DC/USEPA/US@EPA, Sheryl 

bee 

Subject MON 89034 Eco Review 0 

Zig, 

,My understanding of the the information we need follows. I will be out tomorrow but should 
be in the office for our briefing of Janet on Thursday. 

·Best Regards, 

Mike Mendelsohn 
Senior Regulatory Specialist 
Office of Pesticide Programs/ Biopestiddes and Pollution 
Prevention Division (7511 P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue NW 
Washington DC 20460 
(703) 308-8715 
(703) 308-7026 (fax) 
http://www.epa.gov/pesticides/biopesticides 

Background 

MON 89034 contains Cry1A.105 and Cry2Ab2 
MON 88017 contains Cry3Bb1 

MON 89034 nontarget terrestrial invertebrate studies are limited to either Cry1A.105 or 
Cry2Ab2 studies except for Collembola where leaf tissue containing both proteins was 
tested. 

Cry1A.105 is a chimeric protein created by Monsanto with domains from three Cry proteins; 
Cry1Ab, Cry1Ac, and Cry1 F. 

For the pending MON 89034 and MON 89034 x MON 88017 registrations, we have received 
the following nontarget organism assessments: (1) 12/14/2007 MON 89034 review of 
non-target invertebrate studies on Cry1A.105 and Cry2Ab2, (2) 12/14/2007 MON 89034 
review of broiler, quail, soil fate, and endangered species, (3) 12/14/2007 MON 89034 x 
MON 88017review regarding potential interactions between Cry1A.105, Cry2Ab2, and 
Cry3Bb1, and (4) a MON 89034 and MON 89034 x MON 88017 Environmental Assessment 
BRAD chapter that is unsigned and undated. 

Since 2001, we have been requiring long term field studies for PIP so"ll degredat"1on and 
non-target invertebrate impacts. Much of this data has been received and is awaiting final 
review. This data needs to be reviewed prior to November2008 when we extend the 
registrations of ECB active Bt corn. Of these, the Cry1Ab long term soil fate data has been 
reviewed and we determined no further testing is necessary for Cry1Ab. I believe Cry1Ac soil 
fate has also been reviewed. 

Several of us in MPB, including yourself, have exchanged emails and subsequently met on 
April 1st regarding regarding stacked/pyramid PIPs and additive vs. synergistic effects. In a 
3128 email you mentioned that "[w]e are going to get more and more of them involving more 



than 3 proteins, so the simple synergy/additive effect testing may no longer give us the 
information we want." During the April 1st meeting you further indicated that in some cases 
bridging data using target insect species may not be adequate and we may need to test 
representative nontarget organisms with the protein combinations. 

Requests 

1) Provide a signed version of the environmental assessment In the past, this has been 
done by the eco team by providing a signature block and date at the beginning of the BRAD 
chapter. 

2) Provide more explanation in the BRAD/ environmental assessment as to why the long 
term non-target invertebrate impacts studies are not being required. Specifically, provide 
more of a description of the Marvier et. a!. and Sanvido et. al. studies cited. 

Currently the BRAD chapter states: 

The Agency expec1s that Tier 1 testing for short-term hazard assessment will be sufficient for most 
studies submitted in support of PIP registrations. However, if long range adverse effects must be 
ascertained, then higher-tier longer-term field testing will be required. As noted above, the October 
2000 SAP and the National Academy of Sciences I (NAS 2000) recommended testing non-target 
organisms directly in the field. This approach, -with an emphasis on testing invertebrates found in corn 
fields, was also recommended by the August 2002 SAP and was supported by several public 
comments. Recent analyses of short term and long term field study effects on invertebrate 
populations in Bt corn and cotton fields indicate that no unreasonable adverse effects are takin2 
place as a result of wide scale Bt crop cultivation.2 Slight reductions in some invertebrate predator 
populations are an inevitable result of all pest management practices which result in reductions in the 
abundance of the pests as prey. Based on these considerations, regulatory testing of the specialis1 
predators and parasitoids of target pests may eventually be considered unnecessary. 

t (Environmental Effects a/Transgenic Plants: 17Ie Scope and Adequacy of Regulation is available from the National 
Academy Press, 210 I Constitulion Avenue, N.W., Lockbox. 285, Washington, DC 20055; (800) 624-6242 or (202) 334-3313 
(in 1he Washington melropolitan area); htw:!!www,nqp.edu , 
2Marvier, M., McCreedy, C., Regetz, J. & Karciva, P. A meta-analysis of effects of Bt cotton and maize on nontarget 
invcrtebmtes. Science 316, 1475-1477 (2007). Sanvido,O., Romeis, J., Bigler, F. (2007). Ecological Impacts of Genetically 
Modified Crops: Ten Years of Field Research and Commercial CuUivalion. Adv Biochem Engin!BiGleclmo1 107: 235-278 

3) Provide more explanation in the BRAD/ environmental assessmel)t as to why the long 
term soil degradation studies are not being required. The Cry1Ab study reviewed by Tessa 
and cited in the BRAD chapter has been reviewed. However, Cry1F, Cry3Bb1 x Cry1Ab, and 
several other long term soil degradation studies are pending final review. Please further 
explain the underlying basis for "no detectable Cry protein accumulation In agricultural soils." 

Currently the BRAD chapter states: 

... More specifically, a study that evaluated Cry lAb protein accumulation in a field with three years of 
continuous Cry lAb field com production showed that the pro1ein had not accumulated in soil to a 
level that would elicit a toxic response from ECB larvae, a species that is highly susceptible to Cry lAb 
protein (Milofsky, 2006). 

No additional soil degradation studies are required for Cry2Ab2 or Cry1A.105 proteins. As a result of 
FIFRA Scientific Advisory Panel recommendations and public comments, the Agency has been 
receiving three year soil fate studies· for the currently registered Cry protein producing crops grown in 
a variety of soils and environmental conditions. The results show that there is no detectabte Crv 
protein accumulation in agricultural soils durin!! commercial plantinl! of currentty registered 
Crv protein producing crops. 

) 



4) Update p. 7 of the BRAD chapter regarding protein interaction in accord with the 
12/14/2007 review. The cited 7/6/06 Hunter review states "The study report is classified as 
supplementaL The study is upgradeable to "acceptable" when test replication and insect 
numbers are reported. In addition, this study is classified as unacceptable for Section 3 
registration." 

5) Confirm that the 12/14/2007 potential interaction review agrees with your current position 
of potential protein interactions in light of discussions and emails in MPB regarding 
stacked/pyramid PIPs and additive vs. synergistic effects. Specifically, confirm that no 
additional non-target data on the stacks of the proteins are necessary. 

Zigfridas Vaituzis/DC/USEPA/US 

Susanne: 

Zigfridas 
Vaituzis/DC/USEP 
A/US 

04/121200812:16 
AM 

To Susanne Cerrelli/DC/USEPA/US@EPA 

cc Alan Reynolds!DC/USEPA/US@EPA, Mike 
Mendelsohn!DC/USEPA/US@EPA, Annabel 
Waggoner/DC/USEPA/US@EPA 

Subject A PS to our last meeting ... 

J apologize for my unfriendly attitude at the meeting on the MON89034 x MON88017 PIP 
the other day. I was oveiWhelmed with shock after all the work that we put into that BRAD 
chapter. And it was one of the best ones that we had come up with until Annabel did the 
VipCot. J could not help but overreact when all I perceived at the meeting was uninformed 
picky criticism. J guess that I have not yet gotten used to that even after all these years .. (and 
J keep on telling Annabel to get used to it already!]. Jt is my goal to get used to it before J 
retire. If I keep on reacting as I did the other day, I will have to hang around for too many 
more years in order to learn ... or leave as a failure .. )-: 

Unfortunately, my response did not give opportunity for you to express all that you need 
What is it you need? 

From some of the comments J heard I surmise you would like a Memo summarizing the Eco 
risk assessment But the introduction summary and the conclusion at the end of the 
document have the information that would go 'rnto a Memo. A memo was not prepared 
because the memos were written when all that the RALs received was the DERs and a 
Memo. With that the RALs had to write the BRAD chapter. Because now the science staff is 
preparing the chapter for the BRAD, a summary Memo is unnecessary. Or is it? Could be 
that you need one for the Fact Sheet? -let me know what it is you want. But I still maintain 
that the BRAD chapter has all of the necessary information and all one has to do is block and 
paste from the summary and conclusion sections. .. into a fact sheet 

As for the Memo that Mike wants saying that we no longer require long term soil studies and 
field testing- that was said in the BRAD for this product with the published literature as 
justification. Peer reviewed published literature summarizing one hundred field tests over 10 
years of use carries much more credibility that one of two studies by a registrant And not 



asking for these studies needs to remain as a 'waiver' on a case-byMcase basis. We can 
waive it for the we!IMknown Bt proteins that have been on the market for years. The data may 
become again necessary for the next product that comes in the door. A signed 'policy' memo 
waiving the requlrement would pick up a life of its own and would be used by registrants to 
argue that we ceased that requirement for good It is not our intent to cease field and soil 
testing for all future PIPs. [A written policy memo would have to clearly define where we draw 
the line M and who knows where to draw the line when we have no idea what the industry is 
coming up with next?] 

So now that I am over the 'shock' M let me know if you still need something from us, within 
reason ... In general I recommend that if there are issues that are not clear to youM as long as 
the registration is not being held up M take the word of the science team and get on with it.. 
that is why we are the scientists. The RALs are not expected to do or critique science [except 
where the scientists ignore the OPP SOPs and FIFRA requirements]. 

Don't let my poor attitude keep you from asking for the information that you need to get your 
job done. My poor attitude is my problem, not yours. 

Peace! 

[zig.v] 

*********************************** 
Zig Vaituzis, Ph.D., Team Leader 
Environmental Risk Assessment Team 
Biopesticides and Pollution Prevention Division 
US EPA (7511P) 
1200 Pennsylvania Ave., N.W. 
Washington, D.C. 20460.000t 
Tel: 703-308-8676 
Fx: 703-308-7026 
vaituzis.zigfridas@epa.gov 

) 



Mike 
Mendelsohn/OC/USEPA 
/US 

04/04/2008 t2:48 AM 

To Susanne Cerrelli/DC/USEPAJUS@EPA 

cc 

bee 

Subject Edits and Additions to MON 89034 and MON 89034 x MON 
880t7 
PA Letter 

Susanne, 

Thanks for sending the initial draft. I made some edits and additions. J combined the 2 PA 
letters into one, used the PA Jetter format, and tried to use track changes. We need to check 
with Alan re: sweet com requirements and monitoring for fall armyworm. The edited Jetter is 
attached FYI. I have also provided a link to the 2001 reassessment. You can find sweet com 
requirements there under the IRM section, 
http:f/www. epa .gov/oppbppd1/biopesticides/pi ps/bt_brad .htm . 

Mike Mendelsohn 
Senior Regulatory Specialist 
Office of Pesticide Programs/ Biopesticides and Pollut'1on 
Prevention Division (7511 P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue NW 
Washington DC 20460 
(703) 308~8715 
(703) 308~ 7026 (fax) 
http://www .epa .gov/pesticides/bio pesticides 

~ 
4 P A 4 3 2008.doc 



Devenchi 
ArnofdtDC/USEPA/US 

021 t3/2008 to:04 AM 

To Susanne Cerreffi/DC/USEPAIUS@EPA 

cc 

bee 

Subject FOfA Request RfN-0616-08 

Hey Susanne, the DERs that I need are for MRID numbers 469513-04, -05, -06, 469514-13, 
-14 and -30. I have check Reg.gov and noticed that the studies are listed on there so 
releasing these DERs will not be a problem. Thanks a lot for any help you can provide with 
getting these. If there are any questions please feel free to contact me. 

DeVenchi P. Arnold 
Information Management Specialist 
OPP/ITRMD/PIRIB (7502-P) 
U.S. Environmental Protection Agency 
Washington, D.C. 20460 
(703)305-5698 
Fax: 703-305-5480 

Visit OPP's new FOIA Website: http://www.epa.gov/pestlcides/foia/ 
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Calendar Entry 

Meeting 
~~~~======~~========~~~== 
-~b:tije~~:::·:;) :::lfAnalytical meth~di~7u~~,/V~Iid~ti~~--f~~"MOr~t89'034 and MON 

fi~~.~~.~ ~ MQ~~ao.~__? see details below 

When" 

Rebecca- requested feedback on MOnsanto's request below. 
If there are other items to add please email susanne. 
THANKS!!! 

Dear Ms. Cerrelli, 

I would appreciate clarification on the first request: 

1. validated detection method protocols and independent 
lab 

validations of the detection methods for CrylA.l05 
and Cry2Ab2 in 

corn need to be submitted. 

Monsanto submitted confirmation of a protein~based method 
that detects 
Cry2Ab2 in corn and will allow to separate MON 89034 from 
all corn 
currently on the market to EPA (MRID 46694503) in 
November 2005. This 
method was not yet validated by the third party. This 
validation will 
take place at the end of 2007 when most advanced hybrids 
will be 
available. Previously, such detection method was 
provided to the Agency 



46951303 
(MSL0020479), 46951403 (Study 05-01-39-32, MSL 20285). 
4. Discuss determination of equivalence between 
microbially-produced and plant-produced CrylA.l05 using the 
bioactivity assay (described in MRID 46694604). Were 

statistics 

fold 
used? Why was the acceptance criteria determined to be <4 

difference between the mean EC50 values in the corn earworm 
diet-incorporation insect bioassay? 
5. Explain the discrepancy in the EC50 definitions given on 
pages 11 and 8 in MRID 46951405. 

Also, we request electronic copies of the following studies: MRIDs 
46951403 (Study 05-01-39-32, MSL 20285)?need tables only, 46951404 
(MSL-2007l)?need figures only, 46951405 (MSL-20132; Study 
05-01-39-23), 
46951407 (MSL-19931; Study 05-0l-62-04)?need figures only, 46951303 
(MSL0020479)?need tables only, 46951408 (MSL-19930; Study 
05-01-62-03)?need figures only, 46951409 (MSL-19938; Study 
05-01-62-05)?need figures only, 46951402 (MSL-20311, Study 
05-01-39-12)?need figures only. 

Your efforts 
appreciated. 
need 

to address these in 
Of course if this 

a timely manner, 
is not possible, 

would be 
the PRIA 

greatly 
date may 

to be renegotiated. 
noted in the future 
time. 

Please note that additional deficiencies may 
as the evaluations are not completed at this 

If you have any questions concerning this request, please contact 
Susanne Cerrelli at 703-308-8077. 

Regards, 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511P) 

703-308-8077(w) 

be 



Rebecca 
Ed elstein/DC/U S EP A/U 
s 
12!2212006 09: tO AM 

To Sharlene Matlen/DC/USEPA/US@EPA, Susanne 
CerreHi/DC/USEPA/US@EPA 

cc Mike Mendelsohn/DC/USEPA/US@EPA 

bee 

Subject 
Re: letter to monsanto- OK?? MON89034x Mon88017 and 
MON 89034[) 

I will probably need some SOPs from Monsanto, but if I! take me awhile to f1gure out 
exactly what I need, so don't wait on me-- go ahead and send the letter. I just have one 
comment on the letter- we have expression level data for the stacked product and the 
individual events (separate studies), so I'm not sure what we're asking for in item 1. 

Rebecca 
Sharlene Matten/DC/USEPA/US 

Sharlene 
Matten/DC/USEPA/US 

12;2112006 05:38PM 

Susanne~ I concur with this letter. 
Sharlene 

Susanne Cerrelli/DC/USEPAIUS 

Susanne 
Cerrelli/DC/USEPA/US 

12/21/2006 04:04PM 

To Susanne Cerrelli/OC/USEPA/US@EPA 

cc 

Subject 

Mike Mendelsohn/DC/USEPA/US@EPA, Rebecca 
Edelstein/DC/USEPA/US@EPA 
Re: letter to monsanto- OK?? MON89034x Mon88017 and 
MON 89034[) 

Thank you for letting me see it before it goes forward. 

To Mike Mendelsohn/DC/USEPA/US@EPA 

Sharlene Matten/DC;USEPA/US@EPA, Rebecca 
cc Edelstein/DC/USEPA/US@f::PA 

Subject letter to monsanto- OK?? MON89034x Mon88017 and MON 
89034 

Here's the letter again. Rebecca do you need anything else for your review? If you need 
much more time we can deal with your needs in a separate communication to Monsanto. 

[attachment "524-LTA and LTL screen4.doc" deleted by Rebecca 
Edelstein/DC/USEPAIUS] 

Mike- I also need to check with you about PRIA dates for this submission. 

Thanks!! 



C8J Registration OPP Identifier 
United States Nvmber &EPA Environmental Protection Agency 8 Amendment 

Washington, DC 20460 
Other 

Application for Pesticide Section I 
I. Company/Product Number 2. EPA Product Manager 3. Proposed Classificalion 

File Symbol 524-LTL Sheryl Reilly 
CompanyfProduct (Name) PM# [8] None 0 Restricted 

MON89034 90 
5. Name and Address of Applicant (lnc/vde ZIP Code) 6. Expedited Review. In acco1dancc with FIFRA Section 3(c}(3}(B}(i), 

Monsanto Company my product is similar or identical in composition and labeling to: 

800 N. Lindbergh Blvd. EPA Reg. No. 

St Louis, MO 63167 
Product Name 0 Check if this Is a new address 

Section -II 

0 Amendment- Explain below. D Final printed labels in response to 
Agency letter dated 

0 Resubmission in response to A[lency tetter dated D "Me Too" Application. 

0 Notification- Explatn below. C8J Other- Explain below. 

Explanation: Use addifional page(s) If necessary. (For Secfion I and SecOOn IL) 

Application to Register the Plant-Incorporated Protectant Bacillus thuringiensis Cryl A. I 05 and Cry2Ab2 
Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034. 

Section -Ill 
1. Malorial This Producl Will Be packa ad tn: 

Child-Resistant Packaging Unit Packaging 

DYes 

Water Soluble Packaging 2. [~t of Container 

0 Yes• DYes 
Metal 

0 No 0No ONo 0 PtasUc 

0 Glass 
• Certification must lf"Yes' No. per lf"Yes" No. per 0 Paper 
be submitted Unit Packaging Container Package wgt. Container 0 Other wgt. 

s 
J.loc:ation of Net Contents lnfonnation 4. Size(s) Retail Container 5.loc:ation of label Directions 

0 label 0 Container 0 On label 

0 On labeling accompanying product 

6. Manner in Which label ts Affixed to Product ~ Uthograph D Other 

0 Paper glued 

0 Stenciled 

Section-IV 
t. Cont<lct Point Com le/e items direct! below for Identification of individval to be cantacted ifnecessa to cess /h/s a licatlon. 

Name Title Telet*lone No. {Include Area 

2. 

' 

Russell P. Schneider Sr. Director, Regulatory Affairs & Code) 

Policy (202) 383-2866 
Certification 6. Date Application 

I certify lhs!!he statements I have madr~ on this form and aU sttachmenls theteto are true, accvrate and camplele. Received 1 acknowledge thai any knowingly false or misleading S/atemenl may be pvnishab!e by fine or lmprisonmenl or 
both vnder- app/ie<Jble law. (Stamped) 

Signature /; _ c:;; =<S>-
3. Title 

c Regulatory Affairs Manager 

Typed Name 5. Data 

YongGao,Ph.D. Tel. 1314) 694-2943 Mav 22 2008 
Please read ~nsi!Uc/Jons on reYel'$e before complefiiJg form. 
EPA Fonn 8570..1 (Rev. 3·94) Previa us editions al'll obsolete. 

Form Approved. OMB No. 2070-0060. Approv;~l Exp1res 2·28-gs 
White. EPA File Copy (original) Yellow. Applicant Copy 



oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation Is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activitle~. including time for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any olher aspect of this collection of infonnation, Including suggesfions for reducing the 
burden to Director, OPPE Information Management Division (2t37), U.S. EnvirolltTlental Protection Agency, 401 M Street, S.W., Washington DC, 20460. 
Do not send the oorl1otlted fonn to this address. 

Certification with Res;pect to Citation of Data 
Applicanfs/Registrant's Name, Address, and Telephone Number: EPA Registration Number I File Symbol: 

Monsanto Company, 800 N. Lindbergh Blvd. St. Louis, MO 63167 (314)·694·2943 S24·LTL 

Active lngredient(s) and/or representative test compound(s): Bacillus thuringiensfs CrytA. tos and Date: 
Cry2Ab2 proteins and the genetic material (vector PV-ZMIR145) necessary for their production in May22, 2008 
MON 89034. 

General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: 

Terrestrial field crop MON 89034 

NOTE: If your product is a tOO% repackaging of another purchased EPA-1egi~tf~ed product label~:/or all the same uses on your label, you do not 
need to submit this form. You must submll the Fonnulator's Excmotion Statement EPA Form 8570.27 . 

D I am responding to a Data-Cal:t;~~ Notice, and have included wfth this form a list of companies sent offers of compensation (the Data Matrix form 
should be used for this purpose • 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
I am using the cite-all method of support, and have included With t am using the selective method of support (or cite-all opHon under 

D this form a list of companies sent offers of compensation (the [g] the selective method), and have Included with this form a 
Data Matrix Form should be used for this purpose). completed list of data requirements (the Dala Matrix form must be 

used\~ 

Section II: GENERAL OFFER TO PAY 

D 
{Required if using the cile·alt method or when using the cHe-alt opUon under the selective method to satisfy one or more data requirements) 
t hereby offer and agree to pay compensation, to other persons, wilh regard to the approval of this application, to the extent required by FIFRA 

Section Ill: CERTIFICATION 
I certify that this application for registration, this form for reregistration, or this Data.Catt-ln response is supported by all data submitted or cited in 

the application for registration, the form for registration, or the Data.Call-tn response. In addition, if the cite-all option or cite-all option under the selective 
method Is Indicated In Section t, this application Is supported by all data in the Agency's files that (1) concern the properties or effects of this product or 
an identical orsubstanUally similar product, one or more of the ingredients in this prodi.!Ct; and (2) Is a type of data that would be required to be ~ubmitted 
under the data requirements in effect on the date of approval of this application if the applicaUon sought the Initial registrntion of a product of Identical or 
~imilar composition and use~. 

I certify that for each exclusive use study cited in support of this regi~lrallon or reregistration, that I am the original data submitter or that t have 
obtained the written permission of the original data submitter to cite that study. 

I certify I hat for each sludy cited in support of thl~ registration or roregistratlon that is not an exclusive u~e study, either: (a) I am the original dala 
submitter; (b) I have obtained the permission of the original data ~ubmitter to use the study In support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is In the public literature; (e) I have notified In writing the company that submitted the study and 
have offered (I) to pay compensation to the extent required by section~ 3{c)(1)(F) and/or 3{c>(2)(B) of FIFRA; and (ii) to commence n09ollalions to 
determine the amount and terms of compensation, if any, to bo paid for the use oft he study. 

I certify that In all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)(1XF) and/or 3{c)(2)(B) of FIFRA are available and will be submitted to the Agancy upon request. Should I fail to produce 
such evidE!nce to the Agency upon request, I understand that the Agency may initiate actlon to deny, cancel or ~uspend the registration of my product in 
conformity v.fth FIFRA. 

t cartlfythat tho statements I have made on this fonn and all attachments to It are true, accul'ilte, and complete, 1 acknowledge that any 
knowlnglyfal$0 of misleading statement may be punishable by fine or Imprisonment of both under tho acPIIcablo/aw. 

Signature~- D•oo Typed or Printed Name and Title 

~ May 22,2008 Yong Gao, Ph.D. 
Regulatory Affairs Manager 



!&ePA Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Papetwork Reduction Act Notice: The public reporting burden for this collection of information is eslimated to average 0.25 hours per response for registration activWes and 0.25 hours per ; 
response lor reregistration and special review acUvities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden lo: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W ., Washinqton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: May 22, 2008 EPA Reg. No./File Symbol: 524-LTL ) Page I of 12 

Applicant'S/Registrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacillfls thflringiensis Cry!A.l 05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Stud """' MRID Number Sub miller Status Note 

Admini~trativc Materials for the Application to Register 
the Plant-Incorporated Protect ant, BoCJ"I!us thuringiensls 
CrytA.l05 and Cry2Ab2 Proteins and the Genetic 
Material (Vector PV-ZMIR245) Necessary fortheir 
Production in MON 89034 (OECD Unique Identifier. 

N/A MON-89034-3). Mon~anto Company OWN 

Bogdanova,NN. 2006. Human Health and 
885.t too Enviromncnral A~sessment of the Plant-lncorporared 

Protcctant Bacillus rhuringiensis Cry\ A.\05 and 469514-0t Product 
Cry2Ab2 Proteins Produced in ComMON 89034_ Monsanto Co~ OWN Characteriz:niou 

Rice, J.F ., BJ, Wolff,] R, Groat, N K. Scanlon,] .C. 
Jennings, and J.D. Masucci. 2006. Amended Report for 

Product 885.\tOO MSL-20072: Molecular Anatysi~ ofCom MON 89034. 469514-02 
Monsanto Teclmical R'OJ:'OJii MSL-20311. Monsanto Cowpany OWN CharactCJizalion 

H:J.rtmann, AJ., K.E. Niemeyer, and A. Silvanovich. 
2006. As~essment ofthe Cry lA. 105 and Cry2Ab2 
Protein I.evels in Tis~ues of Insect-Protected ComMON 

885.1 tOO 89034 Produced in 2005 U.S. Field Trials. Monsanto 469514-03 Product 
Technical Repo1t MSL-20285. Mon~anto Company OWN Characteri7.ation 

Kamnanandaa, K., 1 J. Thorp,M.E. Goley, S.L. Levine, 
and A. Sitvanovich. 2006. CharJcterization of the 
Cry2Ab2 Protein Purified from the Com Grain ofMON 
89034 and Comparison of the Physicochemical and 
Functional Propertie~ ofthe Plant-Produced and E. coli-
Produced Cry2Ab2 Proteins. Monsarjo Technical Report 469514-04 Product 

885. t\00 MSL-20071. Mon~anto Companv OWN Chamcterization 

Signature 

~ 
Name and Title 

Date 

0 ~ Yong Gao, Ph.D. 
May22, 2008 

RegUlatory Affairs Mat~gcr 
EPA Forli1 8570-35 (9-97} Electronic and Paper versions available. Submit only Paper versio . A-A--.. ·-·-~--·' 'Aft 1"--" .gency pY 

Monsanto Company 06-CR-172E-3 Page 1 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for I his collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activijies, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, I 
401 M Street, S.W., Washinaton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
o,too May 22, 2008 EPA Reg. No./File Symbol: 524-LTL [ Page 2 of\2 : 

Applicanl's/Registranl's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacillus thnringie11sis Ccy!A.l 05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 {OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Stud Name MRID Number Submitter Status Note 

Levine, S.L. and J. Ufflnan. 2006. Evaluation of the 
Functional Equivalence of the Cry2Ab2 Protein Produced 

sss.1 too in E.CoH and Bt Against a Sensitive Lepidopteran 469514-05 Product 
~pecics. Monsal1o Technical B,;!Port MS!..-20132. MousantoCom an OWN Chamclerization 

Rice, J.P., BJ. Wolff, J.C. Je1mings, and J.D. Masucci. 
2005. Smnmary of Southern Blot Analysis of MDN 
89034 aud MON 89597 Com. Monsanto Technical Product 

885.1100 Report MSL-20068 466945-01 Monsamo Compillly OWN Clmmclerization 

Goertz, B., T. Ga11guly, J. Lee, T. Lee, and E.A. Rice. 
2005. Characterization of the CryiA.\05 Protein 
Purified from the Com Grain ofMON 89034 and 
Comparison of the Physicochemical and Functional 
Properties of the Plant-Produced audE.coli-Produccd 

885.1100 Cry\A.\05 Proteins. Monsanto Tccbnical Report MSL- Product 
19960. 466946-04 Monsamo Cmnpau OWN Characterization 

Supplcmemallnfonnation for MRID No. 46951402 
"Amended Report for MSL-20072: Molecular analysis of Product 

ComMON 89034". 471275-03 Monsanto COl "' OWN Characterization 

Supplemental Infonnation for MRID No. 46951403 
"Assessment oft he Cry IA.I05 and Cry2Ab2 Protein 
levels in Tissues of Insect-Protected ComMON 89034 Product 
Produced in 2005 U.S. Field Trials". 471275-05 Monsanto Company OWN Chamclerization 

Signature c?-~ Name and Title 
Date 

6 o--z..cY YongGao, Plt.D. 
May22, 2008 

R~gulalQ!Y}•Jfairs Mana!!:er 
EPA Folm 8570-35 (9-97) Eleclronic ali"dPaPefversiOi1s av8ilable. Subm~ 6-i.ly Paper version. Agency Internal Use Copy 

~ 
Monsanto Company 06-CR-!72E-3 Page 2 



&EPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collec!ion of information is estimated to average 0.25 hours per response for regis!ration activities and 025 hours per 
response for reregistration and special rev\ew activilies, including time for reacfmg the ins!ruc~ons and complefmg the necessary forms. Send comments regard'mg the burden esUmate or any 
other aspect of this collect:~~1 of information, including suggestions for reducing the burden to: Director, OPPE lnformalion Management Division {2t37), U.S. Environmental Protection Agency, 
401 M Street, S.W ., Wash in ton, DC 20460. Do not send !he form to this address. 

DATA MATRIX 
o,,, Ma;;-22. 2oo8 EPA Reg. No./Fi!e Symbol: 524-LTL I Page 3 of 12 

Applicant'S/Regislrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis. MO 63167 Pro due!: MON 89034 
Ingredient Bacillus t~'.!/:inglensis Cry lA.! 05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034~3 

Guideline Reference Number Guideline Sludv Name MRID Number Submitter Status Note 

Bogda~ova,N.N. 2005. StructuralandFonctional 
Similarity of tile CryiA.!05 Protein to CtyiA Class of 

885.1100 BaciUus rhnri~giensis Proteills. Monsanto Tcch.nical Product 
R~~~rt 05-RA-62--01. 466946-01 Mon~auto Comoanv OWN Ch.aracterizatio~ 

Dudin, Y.A and P. Ch.in~adurai. 2005. Qualitativ~ 

Dctcctio~ Method fur tile Cry2Ab2 Protein in Com Leaf 
and Sc~d ofMON 89034 and MON 89597. Mo~santo Product 

860.1340 Tccltnical R.enort 05-RA-39-04. 466945-03 Monsanto Comvanv OWN Ch.araetcrizatio11 

Bo~~ctte, K.L. 2006. An acute oral toxicity study in 469514-06 
885.3050 mice with Cry2Ab2 protein. Monsanto Study CR0-2005- Human Health 

049. Monsanto Company OWN Assessment 

KaJ1adia, S.A. and E.A. Rice. 2006. Assess1ne~t of tile in 
vitro Digestibility of the Cry2Ab2 Protein in Simulated 469514-07 Humaul-lealth 

885.1100 Gastric Fluid. Mousanto Technical Rc ol1 MSL---1993 I. Mousanto Comoanv OWN Assessment 

Kapadia, S. and E.A. Rice. 2005. Assessment of the in 
virro Digestibility of the Cry lA. 105 Protein in Simulated 469514-08 Huma~ 1-lcaltl1 

885. I 100 Intestinal Fhtid. Monsanto Tee!mical Reoort MSL-19930. Mousa~lo Company OWN Asscssme~t 

~ 0 
Name and Title Date 

Signature ~ YongG<~o,Plt.D. May 22,2008 
Reg~latoryAffuirs Manag!'lf __ .. 

EPA Form 8570-35 (9-97) Elec!ronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company 06-CR-!72E-3 Page3 
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EPA Fonn 8570-35 (g-97) Eleclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
' 401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registra~on acl"lvilies and 0.25 hours per 
response for reregistralkm and special review aclivilies, including time for reading the inslructions and compleling the necessary fonns. Send comments regarding lhe burden estimate or any 
olher as peel of this colleclion of infonnation, including suggeslions for reducing the burden lo: Director, OPPE lnformalion Management Division (2137), U.S. Environmental Proleclion Agency, 
401 M Street, S.W., Washinaton, DC 20460. Do not send lhe form lo this address. 

DATA MATRIX 
Dale: May 22,2008 EPA Reg. No./File Symbol: 524~LTL 1 Page 4 of 12 

Applicanl's/Registranl's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacilhrs l~~)ringiensis Cry lA. I 05 and Cry2Ah2 Proleins and !he Genelic Mal erial (Vector PV-ZMIR245) Necessary for !heir Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3 

Guideline Reference Number Guideline StuQ_y_Name MRID Number Submitter Stalus Nole 

McCoy, R.L. and A. Silvanovich. 2005. Bioinfunnatics 
Analysis of the Cry!A.I05 Proteiu Utilizing the ADS, 

885. l 100 TOXINS, and ALLPEPTIDES Databases. Monsanlo Human Heald! 
Technical Report MSL-19686. 466946-05 Monsanto Com~ OWN Assessment 

Tholp, J.J. and M.E. Goley. 2006. Assessment of !he in 
vitro Digestibility oftlJc Cry2Ab2 Protein in SimulaJed 469514-09 Human Health 

885.1100 lrtestinal Fluid. Mnnsa!11o Technical RC'POJt MSL-19938 Monsauto Company OWN Assessment 

McClain, J.S. and A. Silvanovieh. 2006. Bioinfonualics 
EvalualiOJJ ofthe Cry!A.I05 Prolein Utilizing the AD6, 

885.JIOO TOXINS, and ALLPEPTIDES Databases. Monsanto 469514-10 Hmnau Health 
Technical Re ort MSL-20351. Monsan\0 Com]lany OWN Assessment 

Kapadia, S.A. and E.A. Rice. 2005. Assess men! of the in 
Human Health 885.1100 virro Digestibi~ty of the CryiA.l05 Protein in Simulated 

Gastric Fluid. Monsanto Technical Re ort MSL-19929. 466946-06 Mousan\0 Company OWN Assessment 

Goley, M.E. and J.J. TIJolp. 2005. lmJilunodetcetion of 
Cry2Ab2 and Cry!A.I05 Proteins iu Com Grain from 

885.1100 MON 89034 Following Heal Trcallnent. Monsanto Human Health 
Technical Report MSL-19899. 466946-07 MousaniO Com Jail OWN Assessment 

Bonnette, K.L. 2005. An Acute Oral Toxicity Study in 
885.3050 Mice with Cry!A.I05 Prole in. Monsanto Study CRO- HumaJJ Health 

2005-050. 466946-03 Monsanto Company OWN Assessment 

Signature 

~ 
Name and Title 

Date 

~ Yong Gao, Ph.D. 
May 22,2008 

R~!atory Affairs Manallcr 

Monsanto Company 06-CR-172E-3 Pagc4 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
PapeiWOrk Reductiort Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washino!on. DC 20460. Do not send the form to this address. 

DATA MATRIX 
o,,, .. May 22, 2008 EPA Reg. No./Fite Symbol: 524-LTL \ Page 5 of!2 

Applicant's/Registrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacif!IJS thuringiensis Cryl A.l 05 and Cry2Ab2 Proteins and the Genetic Materia! {Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Uitique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Nolo 

McClain, J.S. and A. Sitvanovich. 2006. Bioinfunnalies 
Analysis of the Cry2Ab2 Protein Utilizing the AD6, 

885. t too TOXINS, and AU.PEPTJDES Databases. Monsanto 4695!4-t I l!uumn Heak!J 
Technical Report MSL-20307. Monsanto Col!!P.!IlY OWN Assessment 

Davis, S.W. 2006. Comparison of Broiler Pcrfonnance 
and Carcass Parameters When Fed Diets Conlilining 

885.4050 MON 89034, Control or Commercial Com. Monsanto 4695!4-12 Human Health 
Stud 05-0t-50-13, Amended Rcwrt. Monsanto Company OWN Assessment 

MacRae, T.C., C.R. Brown, and S.L. Levine. 2006. 
SpectruUJ ofinsccticidal Activity of Bacillus rhuringirnsis 469514-13 
Cry lA. 105 Protein. Monsanto Technical Report MSL- Environmental 

NIA 20230. Monsauto Company OWN Assessment 

MacRae, T.C., C.R. Browu, and S.L. Levine. 2006. 
Spcctnun of Insecticidal Activity of Bacillus rhuringie•ISis 
Cry2Ab2 Protein. Monsanto Technical Report MSL- 469514-!4 Enviromncnla! 

N!A 20229. Monsanto Co1n11an OWN Assessment 

Hcadrick,J.M., 0. Heredia, J.D. Oyediran, and T.T. 
Vaughn. 2006. Assessment of the Efficacy of 
Lepidopteran-protected ComMON 89034 aud MON 
89597 Against Major Insect Pesls in United States, Puerto 
Rico and Argentina During 2003-2004 Seasons. 469514-15 Environmenlal 

NIA Monsanto Technical Report 05-RA-39-05. Mousanto Cow an OWN Assessment 

Signature 

c:?--~ N arne and Title 
Date 

~ Yong Gao, Ph.D. 
May 22,2008 

Regulatory Affairs Manager 

EPA Form 8570-35 {9-97) EfectroniCiffid P8Per veiSTons aViiilabte. Submil only Paper version. • .gency Inter; --· , __ "--·· ,. py 

@J 
Monsanto Company 06-CR-172E-3 Page 5 



- - -- ·--·--·-- ------------- Form ApproVed oMBNo. 207o-o060 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Papenvork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per 
response for reregistration and special review activities, inclucfmg time for reading the instructions and complefing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W .. Washinqton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: May 22, 2008 EPA Reg. NoJFite Symbol: 524-LTL [ Page 6 of 12 

Applicant's/Reglslrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63!67 Product: MON 89034 
Ingredient Bacillus a;;ringfeusis Cry lA.l05 and Cry2Ab2l'rotcins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
ldenti!ier: MON-89034-3 

Guideline Reference Number Guideline Sludv Name MRIDNumber Submitter Status Note 

Teixeira, D. 2006. Evaluation of Dietary Effects of 
Lyopllilil.ed Leaf Tissue from ComMON 89034 in a 
Chronic Exposure Study with Collembola (Folsomia 469514-16 Bnviroruneutal 

885.4340 candida)_ Monsanto Techni:al Re ort MSL-20 169. MoJ~Santo Comuanv OWN Assessment 

P~lmer, S.J. aOO H.O. Krueger. 2006. EvJiu~tion of 
Exposure to MON 89034 with the Cladoceran Daphnia 
magna: An acute static-renewal test with com polk:n. 469514-t7 Environmental 

885.4340 Monsanto Study WL-2005.(1 II. Monsanto CoJ~any OWN Assessment 

Sindcrmann, A.B., J.R. Porch, and H.O. Krueger. 2006. 
Evaluation of Potential Effects of Exposure to CrytA.t05 
Protein in an Acute Study with the Earthworm in an 4695t4-t8 
Artificial Soil Substrate. Monsanto Tccllnical Report Environmental 

885.6200 MSL--20t47. Monsanto Com a11 OWN Assessment 

Richards, K.B. 2006. Evaluation of1he Dietary Effect(s) 
of~~7tA.!05 Protein on Honeybee Larvae {Apis 469514-19 Envirorunental 

885.4380 mel!i ero L.}. Monsanto Study CA-2005-071. Monsamo Company OWN Assessment 

Richan:ls, K.B. 2006. Evaluation of the Dietary Effect{s} 
of a1:1~:;.05 Protein on Adult Honeybees {Apis 469514-20 Euviro•uncntal 

885.4380 melli ra L .. Mousanro Study CA-2005-072 Mousanto Co1npany OWN Assessment 

Signature 

~~ Name and Title 
Date 

~ Yong Gao, Ph.D. 
May 22,2008 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Electromc and Paper vers1ons available. Submit only Paper vers1on. Agency Internal Use Copy 

(fu 
Monsanto Company 06-CR-I72E-3 Page 6 



&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMS No. 2070-0060 ; 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for Jhis colleclion of in forma lion is eslimaJed Jo average 0.25 hours per response for regislralion aclivilies and 0.25 hours per 
response for reregislralion and special review acliv'dies, including lime for read"1ng the inslruclions and compleling Jhe necessary forms. Send commenls regarding Jhe burden eslimale or any 
other aspect of Jhis collection of informalion, including suggeslions for reducing Jhe burden lo: Direclor, OPPE lnformalion Management Division (2137), U.S. Environmenlal Protection Agency, 
401 M SJreeJ, S.W., Washinglon, DC 20460. Do noJ send Jhe form Jo lhis address. 

DATA MATRIX 
Dol" May 22, 2008 EPA Reg. No./File Symbol: 524-LlL [ Page 7 of 12 

Applicant's/Regislrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Producl: MON 89034 
lngredienJ Bacillus rhuringier1sis Cry I A. J 05 and Cry2Ab2 Proleins and !he Genelic Maleriat (Vector PV-ZMJR245) Necessary for !heir Produclion in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Sludv Name MRJD Number Submiller Slatus Nole 

Paradise, M.S. 2006. Evaluation of Potential Dietary 
Effects ufCryiA.J 05 Protein on d1e Ladybird Beetle, 
Coleomegi/la macu/ara (Coleoptera: Coccinellidae). 469514-21 Environ111cntal 

885.43~0 Mons~nto Technical R_sJort MSL-201 50. Monsanlo Com an OWN Assessment 

Paradise, M.S. 2006. Evaluation of Potential Dictruy 
Effects ofCry2Ab2 Protein on the L:tdybird Beetle, 
Coleomegilla maculota (Coleoptem: Coccinellid3e). 469514-22 EnviroJUnental 

885.43~0 Monsanto Technical Re}l011 MSL-20 J 51. Monsanto Com " OWN Assessment 

Teixeira, D. 2006. Evaluatiou of Potential Dietary 
Effects ofCrylAJ05 Protein on Minute Pirate Bugs, 46951~·23 

Orius insidiosus (Hemiptera: Anthocoridae). Monsanto Enviro111nental 
885.43~0 Tcc!mical Report MSL-20170. Monsanto Compan OWN Assessment 

Teixeira, D. 2006. Evaluation of Potential Dielary 
Effects ofCry2Ab2 Protein on Minute Pirate Bugs, Orius 
insidiosus (Hemiptera: Anthocoridac). Monsanto 469514-24 Environmental 

885-~3~0 Technical Rep(lrt MSL-20 171. Monsanto Com an OWN Assessment 

Sinderma1m, A.B., J.R. Porch, and H.O. Krueger. 2006. 
Evaluation of Potential Effects of Exposure to Cry!A.I05 
Protein in an Acute Study with the Parasitic Wasp, 
ichneumon promissoriu.l (H}'lnenoptera: lchnemnonidae). 469514-25 E11vironmental 

885.43~0 Monsanto Teclmical Report MSL-20!49. Monsanto Col!!{lany _ OWN Assessment 

Signature 

~ 
Date 

~ 
Nru.ne and Title May22, 2008 
Yong Gao, Ph.D. 
Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy 

~ 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for lhis colleclion of information is estimaled to average 0.25 hours per response for regislralion activilies and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect ofthis collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

D''" May 22, 2008 EPA Reg. No./File Symbol: 524-L TL \ Page 8 of 12 

Applicant's/Regislrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., StLouis, MO 63167 Product MON 89034 
Ingredient Bacillus rhurirJgiensis Cry I A. lOS and Cry2Ab2 Proteins and !he Genetic Material (Vee! or PV-ZMIR245) Necessary for their Praduclion in MON 89034 (OECD Unique 
ldenlifier: MON-89034~3) 

Guideline Reference Number Guideline Stu.Qy_Name MRID Number Submitter Status Note 

Gallagher, S.P. aud J.B. Beavers. 2006. Evaluation of 
Potential Dietary Effects ofMON 89034 with the 

885.4050 Northern Bobwhite·. ~n Eight-day Dietary Study with 469514-27 Environmental 
Corn Grain. Monsamo Technical Report WL-2005-012. Monsanto Company OWN Assessment 

Muc~J,M., T. CUmm,J. Warren,S. Dubelman, M. 
Glaspie, J. Mn'Jlhy, S.levine, J.l·loltmeyer, and C. 
Jiang. 2006. Aerobic Soil Degradation of the Purified 469514-28 

885.5200 Cry2Ab2 andCry!A.I05 Proteins. Monsanto Technical Euvironmcntal 
RePort MSL-20 174. Monsanto Co~y OWN Assessment 

Hucsing, J.E., J.J. Duan, and S.L. levine. 2006. 
N/A Endangered Species Risk Assessment for ComMON 469514-29 Environmental 

89034. Monsanto Technical Report MSL0020394. Monsanto Cotrlpany OWN Assessmenl 

MacRae, T.C., C.R. Brown, S.L. Levine. 2005. 
EvabJation oft!Je Potential for Interactions Between the 

N/A Bocillus 11mringiensis Proteins Cry lA. 105 and Cry2Ab2. Environmental 
Monsanto Technical Report MSL-!9859. 466946-02 Monsanto Cm.!!J?any OWN Assessment 

Sindennann, A.B., J.R. Porch, and H.O. Krueger. 2006. 
Evaluation of Potential Effects of Exposure to Cry2Ab2 
l'rolcin in an AeuleStudywith tl.Je Parasitic Wasp, 
Ichneumon promissorius (Hymenoptera: lchneumonidae). 469514-26 Enviromnental 

885.4340 Mo115anto Technical RepOrt MSL-20148. Momanto Col!!J!!!JlY OWN Assessment 

Signature 

~ 
Name and Title 

Date 

~- YongGao,Ph.D. 
May 22,2008 

Regulalory Affairs Mana •er 
- - --·· - - - -···· --···· --·····------

EPA Form 8570-35 (9-97) Electronic and Plij)er vefSions aV.ailable. Submil only Paper version. Agency lnternalDSe Copy 

~ 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Proteclfon Agency, 
401 M Street, S.W., Washin ton, DC 20460. Do not send the form to lhis address. 

DATA MATRIX 

o''" May 22 2008 EPA Reg. No./File Symbol: 524-LTL I Page 9 of t2 

Applicant'siRegislranl's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacillus tf111ringiensis CryiA.l05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON &9034 (OECD Unique 
Identifier: MON-&9034-3) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Slatus Note 

Pa~ncr, S.J. and H.O. Krueger. 2000. Insect Protection 
Protein 2: An Acute Toxicity Study Wit~ the Earthwonn Environmental 
io an Artificial Soil Substrate. Monsanto Technical Assessment 

885.4340 Report MSL-t6t77 450863-t3 Monsanto Compauy OWN 

Maggi, V.L 2000. Evaluation of dietary effect(s} of 
purified Bacillus th11ringiensis Cry2Ab2 protein on ~oney Environmental 

885.4380 bee larvae. Monsanto Technical Report MSL-t696t. 45337t-02 Monsanto Co1~~y oWN Assessment 

Teixeira, D. 2000. Assessment ofChrouic Toxicity of 
Cotton Tissue Coutaining h1sect Protectiou Protein 2 to 
Colle ]!I bola (Folsmnia candida), Amended report. Environmental 

885.4340 Monsanto Technical Report MSL-16t74. 450863 t4 Monsanto Com an OWN Assessment 

Palmer, S. and H. Kmeger. 2000. Insect Protection 
Protein 2: A Dietary Toxicity Study with Parasitic 
Hymenoptera (Nasonia virn"penni.s). Monsanto Technical Environmental 

885.4340 R~vonMSL-J6t73. 450863-tO Monsanto Company OWN A>sessment 

Maggi, V.L. 2000. Evaluation of the Dietary Effect(s) of 
Environmental Insect Protection Protein 2 on Adult Honey Bees (A pis 

885.4380 me/f;fera L.l. Monsanto Technical Re ort MSL-16t76. 450863-08 Mousanto Company OWN Assesstncnt 

Signature Jif" ~ Name and Title 
Date 

YongGao,Pb.D. 
May22, 2008 

Reg~latory Affairs Manager 

EPA Form 8570-35 (9-97) ElectroniC and Paper versions available. Subm1t only Paper vers1on. Agency lnlernal Use Copy 

® 
Monsanto Company 06-CR-l72E-3 Page 9 



&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden fo1 this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregislra\lon and special review ac\ivHies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinoton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

o"" May 22, 2008 EPA Reg. No./File Symbol: 524-L TL I Page 10 of 12 

Applicant's/Registrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacillus thnringtensis Cry! A.l 05 and Cry2Ab2 Proteins and the Genetic Materia! (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
ldcttlifier: MON-89034-3) 

Guideline Reference Number Guideline StuQy __ Name MRID Number Submitter Status Note 

Head, G. 2006. Insect Resistance Management Plan for 
NIA Second Generation Lepidopter.m-Protected Com, MON 469514-30 

89034. Monsanto Technical R__Epot1 06-RA-39-06. Monsanto Com an OWN lRM 

Bogdauova, N. and A. Crawford (2007). Public Interest 
Document Supporting Registration of Bacillus 
rlluringiensl$ Cry lA t05 , Cry2Ab2 and Cry3Bbl 
Proteins in Insect-Protected ComMON 89034 and MON 
89034 x MON880t7 Momanto Coll!J!!I.JlY OWN Benefits 

Bogdanova,N .,S. Dubc!Jnan, M. Mucth.,J. Murphy and 
A. Silvanovich (2007}. Responses to EPA Questions 
Regarding Application 5244L~L to register ~~ct-
Protected ComMON 89034 MRID 4695t42 47t403-0l Monsanto Company OWN Misc. 

Bogdanova, N., (2007) Responses to EPA Questions 
Regarding Applications 524-LTL and 524-LTL to 
Register Insect-Protected ComMON 89034 and MON 
89034 x MON 88017 MRlD 4695t400 and 46951300) 471275-0l Monsanto Conman OWN Misc. 

Bogdanova, N .. , (2007). Supplemental Jnfonnation to 
Address EPA Questions Regarding Applications 524-LTL 
and 524-LTL to Register Insect-Protected ComMON 
89034 and MON 89034 x MON 88017 (MRID 46951400 
and469Sl3()o) 470794-02 Monsanto Con an OWN Misc. 

Signature 

~ ~ 
Name and Title 

Date 

Yong Gao, Ph.D. 
May 22,2008 

Reg~!atory Affairs Manager 

EPAForffi-8570-35 (9-97)Eiectrciillc and-Paper versions available. Submit only Paper version. Agency ·-·----' "-- ,... __ , py 

Monsanto Company 06-CR-172E-3 Page 10 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMB No. 2070-0060 j 

401 M Street, S.W. I 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of informalion is estimated to average 0.25 hours per response for registralion activilles and 0.25 hours per , 
response for rereg·lslra~on and special review activities, includ"mg lime for reading the instructions and completing the necessary forms. Send comments regarding the bUfden estimate or any ' 
olher aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Managemenl Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinaton, DC 20460. Do nol send lhe form to this address. 

DATA MATRIX 

Date: May 22, 2008 EPA Reg. No.IF11e Symbol: 524-LTL I Page 11 of 12 

Applicanl's/Regislranl's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacfffns l~'lrringlellSis Cry lA. 105 and Cry2Ab2 Proteins and the Geoetic Material (Vector PV-ZMIR245) Necessary for lheir Production in MON 89034 (OECD Unique 
Identifier: MON-89034-l.L 

Guideline Reference Number Guideline Sludv Name MRID Number Submitter Status Note 

152-31 
152-34 Nol applicable sU1ce Cry\A.\05 and Cry2Ab2 are planl 
152-35 incorporated proteetants, are present at low levels, and 
885.3100 there is little o ortuni for dcnrnl or ocular contacl. 

Not applicable since Ciy\A.\05 and Cry2Ab2 are plan! 
incorporalcd protectants, are present at low levels, and 
there is little opportuuity for human inhalation exposure. 

152-32 A pathogenicity determination is not applicable since 
885.3150 Ci).t. 105 and Cry2Ab2 arc not living organisms. 

152-33 Not applicable since CrylA.\05 and O"y2Ab2 proteius 
885.3200 3rc neither infective nor pathogenic. 

152-36 There is no clear published evidence that has 
152-37 dcmouslrntcd clinical allergic reactions to Bt crystal 
152-38 proteins. Monitoring for hypersensitivity incidents can be 
885.3400 i lemcntcd after r is!Tation i~ rauled. 

152-39 Not applicable since Ciy\A.\05 and Cry2Ab2 proteins 
885.3500 are not livin or •anis111.1. 
154-17 A pa!llogenicit~ ~et:rmination is not applicable since 
885.4100 ~i).lA. \05 an.!!_•,J"y2Ab2 are not livini_O_u:anisms. 

Not applicable since there is no reason to suspect that 
wild mammals would be any more sensitive to Cry lA. 105 
and Cry2Ab2 than laboratory mammals. Mammals do not 
possess Cly protein receptors. A pathogenicity 

154-l 8 ~et~ination is not applicable since CrylA.I 05 and 
885-4150 L'ri"2Ab2 are not livW:Ji organisms. 

Signature . Date 

~ 
~ _ NameandTttle May 22 , 2008 

· ~ YongGao,Ph.D. 
Regulatory Affairs Manager 

EPA FOITn 8570-35 (g::97) EleCironic aridPaPerYersiOils aval"l8ble. sUbmH only Paper version. Agency lntemal Use Copy 
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&EPA 

Date: 

SOON. 

154-2 t 

154-22 

~ 

~ 
Monsanto Company 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

67 

~ 

06-CR-172E-3 

20460 
hours per response for registration activities and 0.25 hours per 

completing the necessary forms. Send comments regard'1ng the burden estimate or any 
OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

EPA Reg. No./File Symbol: 524-LTL Page 12 of12 

Name and Title May22, 2008 

Page 12 



&EPA 

Signature 

~ 

~ 
Monsanto Company 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

~ 

06-CR-172E-3 

401 M Street. S.W. 

'" and completing the necessary1orrns. 
to: Director, OPPE Information Management 

Name and Title 
Ph.D. 

Page 13 

May 22,2008 

t of 12 

Product 

Product 

Product 

Product 



&EPA 

~ 

~ 
Monsanto Company 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

EPA ·524-LTL 1Page2ofl2 

Product 

Product 

Product 

Product 

~ May22, 2008 

06-CR-172£-3 Page 14 



&EPA 

Signature 

~ 
Monsanto Company 

~ 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

D.C. 20460 
this collection of infonnaUon is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 

Ume for reading the Instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
the burden to: Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 

~ 
Name and Title 
Yong Gao, Ph.D. 

EPA Reg. No./File Symbol: 524-L TL 

Product: MON 89034 

May 22,2008 

Page 3 of 12 

ProducL 

Hun~an Heallh 

Human Health 

Human Health 

06-CR-172E-3 Page 15 



® 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

20460 
to average 0.25 hours per response for registration activiUes and 0.25 hours per 

the inslruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

EPA Reg. No./File Symbol: 524-LTL Page 4 of l2 

MO 63167 Product: MON 89034 

Human Health 

Human Health 

Human Health 

Human Health 

Human ltealth 

Signature 

~~ 
Name and Title 

Plt.D. 
May 22,2008 

Monsanto Company 06-CR-!72E-3 Page 16 



&EPA 

Monsanto Company 

® 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

~-~ 

06~CR-l72E-3 

J"t"UU 

to average 0.25 hours per response for registration activities and 0.25 hours per 
and completing the necessary forms. Send comments regarding the burden esf1mate or any 

burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 

. No./File Page 5 of 12 

Unique 

Human Hcallh 

Human Health 

Buvironmeutal 

Enviroumcntal 

Environmental 

Name and Title 

Page 17 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

EPA 524-LTL 

~-~ May 22,2008 

Monsanto Company 06-CR-172£-3 Page 18 

2070·0060 

Page 6 of 12 

Environmental 

Euviromnental 

Environmental 

Environmen1at 

Envir<mmen!al 



&EPA 

~~ 

Moasanto Company 

~ 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

~ 

06-CR-172E-3 

to average 0.25 hours per response for registration activities and 0.25 hours per 
and completing the necessary forms. Send comments regarding the burden estimate or any 

to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

EPA Reg. No./Fite Symbol: 524~LTL Page 7 of 12 

Product: MON 89034 

Environmental 

Environmental 

Enviroumental 

Environmental 

Emironmeutat 

Page 19 



Q) 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

to average 
the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 

burden to: Oirector, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

EPA Reg. No./File 8 oft2 

Product: MON 89034 

Euviromncmal 

Environmental 

Enviromnentat 

Enviromuenlal 

Environmental 

Signature 

~Cu 
Name and Title 

Ph.D. 
May 22,2008 

Monsanto Cornpany 06-CR-l72E-3 Page 20 



&EPA 

® 
Monsanto Company 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

D.C. 20460 
public reporting burden for this collection of information is estimated lo average 0.25 hours per response for registration activities and 0.25 hours per 

special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

EPA Reg. No./File Symbol: 524-LTL Page 9 of!2 

Bnvironmental 

Environmental 

Environmental 

Envirorunenta! 

Enviroumcntal 

~~ 
Date 
May 22,2008 

06-CR-172E-3 Page 21 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

D.C. 20460 
of informaUon is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
lhe instructions and completing the necessary forms. Send comments regarding the burden estimate or any 

burden lo: Direclor, OPPE Information Management Division (2137), U.S. Environmental Prolection Agency, 

EPA Reg. No./File Symbol: 524-LTL 10 oft2 

Product: MON 89034 

~~ 
Date 
May 22,2008 

Monsanto Company 06-CR-172£-3 Page 22 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

EPA Reg. No./File Symbol: 524"LTL 

Product: 

~-~ 
Date 
May 22,2008 

Monsanto Company 06-CR-172E-3 Page 23 

Page 11 of 12 



@) 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washin ton, D.C. 20~ 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review ac!ivit'1es, including time for reading the instructions and completing the necessary forms. Send comments regarcf1ng the burden estimate or any 
other aspect of I his collection of information, including suggesUons for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washin ton, DC 20460. Do not send the form to this address. 

""ATA IIIIATrUV 

Date: 2008 EPA Reg. No./File Symbol: 524-LTL Page 12 ofl2 

SOON. MO 63167 Product: MON 89034 

~·~ 
Name and Title 

Date 
May 22,2008 

Monsanto Company 06-CR-l72E-3 Page 24 



May7, 2008 

Dr. Sheryl Reilly, Chief 
Microbial Pesticides Branch 

MONSANTO 00 

Biopesticides and Pollution Prevention Division (7511P) 
United States Environmental Protection Agency 
Washington, DC 20460 

MONSANTO COMPANY 

IJOO I{EYE) STREET, NW 

SuiTE 450 EAST 

WMHIN(HON, D.C. 20005-7211 

PHONE; {202) 78)-2460 

fAX {202) 789-1819 

http:/ jwww.monsanto.com 

Subject: PreRAcceptance Letter for MON 89034 and MON 89034 x MON 88017 
EPA Petition Numbers: 6F7142 and 6F7143 
EPA File Symbols: 524-LTA, 524-LTL 
Application Date: September 29, 2006 

Dear. Dr. Reilly: 

This is a response of Monsanto Company to the above stated pre-acceptance letter dated 
May 6, 2008 from EPA with respect to Section 3 registrations of Monsanto's Bt corn 
MON 89034 (Cry!A.I05 and Cry2Ah2) and MON 89034 x MON 88017 (Cry!A.l05, 
Cry2Ab2, Cry3Bbl) under the Federal Insecticide, Fungicide, and Rodenticide Act 
(FIFRA). 

Monsanto Company accepts all the proposed conditions for registration with the 
following modification: 

1) Page2: the table, row 3, column 2, Monsanto will conduct a 7 to14 day 
Daphnia study as per the 885 Series OPPTS Guidelines. The reason for 
changing 21 day to 7R 14 day study is that the 21 day guideline was designed 
for testing microbial pesticides. For Bt proteins, the pathogenicity and 
infectivity is not an issue. The 2000 EPA-SAP and 2007 EPA white paper (ed, 
Robyn Rose) recommended to conduct a minimum 5 day, preferably 7-14 
days daplmia study for Bt proteins. 

2) Page 4: section a, 4th paragraph, last line, change "Monsanto PIP products" to 
"Monsanto com PIP products." Page 6: section v. lines 8 and 10, change 
"PIP products" to "Monsanto corn PIP products." Page 10, last line of 2nd 

paragraph, change "Monsanto PIP products" to "Monsanto corn PIP products". 



Similarly on Page 12, section v, lines 7 and 10, change "PIP products" to 
"Monsanto corn PIP products." 

In addition, we suggest the following editorial changes/correction: 

i. Page 9: point vi, change "April 30th" to "August 31 5t.' to be consistent 
with point iv of Page 8. Also, on page 9, section a) Refuge Requirements 
for MON 89034 x MON 88017, third paragraph, change "MON 89034" to 
"MON 89034 X MON 88017". 

ii. Page 15: first paragraph of section e), correct typing error of "889034" to 
"89034". Also, on page 15, point vi, change "April30111

" to "August 31 51
" 

to be consistent with point iv of Page 8. 

Per your request in the pre-acceptance letter, the following administrative materials are 
also provided herein: 

a) Updated labels for MON 89034 and MON 89034 x MON 88017 
b) Updated Confidential Statement of Formula (CSF) 
c) Updated Certification with Respect to Citation of Data Form 
d) Updated data matrix ofMON 89034 and MON 89034 xMON 88017 

If you have any questions regarding this letter and the attached materials please feel free 
to contact Dr. Russell Schneider, Senior Director, Monsanto Regulatory Affairs & Policy 
at (202) 383-2866, or me at the phone numbers or e-mail listed below. 

Sincerely 

Yong Gao, Ph.D. 
Regulatory Affairs Manager 
Monsanto Company 

Office: (314) 694-2943 
Mobile: (314) 488-0971 
yong.gao@monsanto.com 

cc: Susanne Cerrel!i, EPA/OPP/BPPD 
Mike Mendelsohn, EPA/OPP/BPPD 
Russell Schneider, Monsanto 
Carolyn Carrera, Monsanto 



Active Ingredients: 

Plant-Incorporated Protectant Label 

MON89034 

Lepidopteran~ Protected Com 
(OECD Unique Identifier: MON-89034-3) 

Bacillus thuringiensis CrylA.105 protein and the genetic material necessary for its 
production (vector PV-ZMIR245) in event MON 89034 com ............. 0.002-0.0056% 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its 
production (vector PV-ZMIR245) in event MON 89034 com ............. 0.0015-0.0055% 

Percentage (wUwt) on a dry weight basis whole plant (forage) 

Caution 

KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS ___ _ 

EPA Registration No. 524-LTL 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
StLouis, MO 63167 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this seed in any manner inconsistent with this 
labeling. Information regarding commercial production must be included in the 
Technology Use Guide. 

MON 89034 can be used to protect com plants from leaf, stalk, and ear damage caused 
by com borers. 

MON 89034 can be crossed with MON 88017 for breeding putposes to produce MON 
89034 X MON 88017 

In order to minimize the risk of these pests developing resistance to MON 89034 com, an 
insect resistance management plan must be implemented which includes planting of a 
structured refuge. 

Monsanto Company 06-CR-172E-2 Page 1 



These refuge requirements do not apply to seed increase/propagation of inbred and hybrid 
seed com and small scale research trials for observation, nor to commercial hybrid sweet 
com. 

For MON 89034 sweet com, growers are required to destroy any MON 89034 sweet com 
stalks that remain in the field following harvest via rotary mowing, discing, or plow
down within one (1) month of harvest. 

For MON 89034 field com, grower guides must specify that growers must adhere to the 
following refuge requirements. Growers must plant a structured refuge of at least 20% 
com which is not a lepidopteran-protected Bt com. Growers who fail to comply with the 
IRM requirements risk losing access to Monsanto corn PIP products. 

Refuge planting options include: separate fields, blocks within fields (e.g., along the 
edges or headlands), and strips across the field. 

External refuges must be planted within Y2 mile. 

MON 89034 
(80 acres) 

<=%mile 

Refuge 
Non-Bt lepidopteran Resistant Corn 
(20 acres) 

\Vhen planting the refuge in strips across the field, refuges must be at least 4 rows wide, 
preferably 6 rows wide. 

MON 89034 
(80 acres) 

Refuge 
Non-Bt Lepidopteran Resistant Com 
(20 acres) 

Insecticide treatments for control of European com borer, com earworm, and 
Southwestern com borer, cornstalk borer, sugarcane borer, fall armyworm and stalk borer 
may be applied only if economic thresholds are reached for one or more of these target 

Monsanto Company 06-CR-172E-2 Page2 



pests. Economic thresholds will be determined using methods recommended by local or 
regional professionals (e.g., Extension Service agents, crop consultants). Instructions to 
growers will specify that microbial Bt insecticides must not be applied to non-Bt com 
refuges. 

European com borer 
Southwestern corn borer 
Southern cornstalk borer 
Comearworm 
Fall armyworm 
Com stalk borer 
Sugarcane borer 

Corn Insects Controlled 

Ostrinia nubilalis 
Diatraea grandiosella 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Diatreae saccharalis 

Sales of com hybrids that contain Monsanto's Bt com plant pesticide must be 
accompanied by a Grower Guide which includes information on planting, production and 
insect resistance management and notes that routine applications of insecticides to control 
these insects are usually unnecessary when com containing the Bt proteins is planted. 

MON 89034 is a product of Monsanto's research program offering unique genetic 
characteristics for specific grower needs and may be protected by one or more of the 
following U.S. patents: 5023179, 51!0732, 5164316,5196525,5322938,5352605, 
5359142,5378619,5424412,6018100,6051753,6331665,6489542,6645497,6962705, 
7064249, and 7250501. 

Monsanlo Company 06-CR-l72E-2 Page3 



EPA Registration File No. 524-575 (Vol. 1) 

Page is not included in this copy. 

Pages 87 through 88 are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process. 

Description of quality control procedures. 

Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

A draft product label. 

X The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA registration data. 

The document is a duplicate of page(s) 

The document is not responsive to the request. 

Proprietary information pertaining to the chemical 
composition of an inert ingredient provided by the source 
of the ingredient. 

Enforcement sensitive information. 

______ Attorney-Client Privilege. 

Claimed Confidential by submitter upon submission to the 
Agency. 

Internal Deliberative Information. 

* The information not included is generally considered confidential by product 
registrants. If you have any questions, please contact the individual who 
prepared the response to your request. 



&EPA UNITED STATES ENVIRONMENTAL PROTECTION 
AGENCY 

401 M Street, S. W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for th'as collection of information is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response tor reregistration and special review activities, including time for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of intormation, including suggestions for reducing 
the burden to Director, OPPE lntormation Management DiVIsion (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Wa&lington DC, 
20460. Do not send the COf!!pleted form to this address. 

Certification with Re~ect to Citation of Data 
Applicant's/Regrstrant's Name, Address, and Telephone Number: EPA Registration Number 1 File Symbol: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-LTL 
(314) 694-2943 
Active lngredient(s) and/or representative test compound(s): Bacillus thuringiensis Date: 

CrylA.l05 and Cry2Ab2 Proteins and the Genetic Material (Vector May 7, 2008 
PV-ZMIR245) Necessary for their Production in MON 89034 
General Use Pattern(s) (list all those claimed lor this product using 40 CFR Part 158: Product Name-. 

Terrestrial field crop MON89034 

NOTE: If your product is a 100% repackaging of another purchased EPA-re£,fstered product labeled 1~1 ~11 the same uses on your label, you do 
not need to submit this form. You must submit the Formulator's Exemotion Statement EPA Form 8570-27. 

0 1 am responding to a Data-Call-in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix 
form should be used for thiS purpo~e). 

Section I: METHOD OF DATA SUPPORT (Check one method only) 
1 am using the cile-all method of support, and have included with 

~ 
I am using the selective method of support (or cite-all option 

0 this form a list of companies sent offers of compensation (the under the selective method), and have included with this form 
Data Matrix Form should be used for this purpose). a completed~~~~ of data requirements (the Data Matrix form 

must be used . 

Section II: GENERAL OFFER TO PAY 

0 [Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements! 

1 hereby offer and agree to pay compensation, to other persons, with regard to the approval ot this application, to the extent required by 

Section Ill: CERTIFICATION 
1 certify /hat this applicaf1on tor registration, this torm for reregistration, or this Data-Call-In response is supported by all data submitted or 

cited in the application for registration, the torm for registration, or the Data-Call-In response. In addition, if the cite-all option or cile-all oplion under 
the selective method is indicated in Section 1, this application is supported by all data in the Agency's files that (1) concern the properties or effects of 
this product or an identical or substantially similar product, one or more of the ingredients 'm this product; and (2) is a type of data that would be 
required to be submitted under the data requirements in effect on the date of approval of this application if the application sought the initial registration 
of a product of identical or similar composition and uses. 

1 certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that 1 
have obtained the written permission of the original data submitter to cite that study. 

1 cert'1fy that for each study cited in support of th'1s registration or reregistration that is not an exclusive use study, either: (a) I am the original 
data sutmitter; (b) I have obtained the permission of the original data submitter to use the study in support of this apPlication; (c) all periods of 
eligibility for compensation have expired for the study; (d) the study is in the public literature; (e) 1 have notified in writing the company that submitted 
the study and have offered (ij to pay compensation to the extent requ·lred by secf1ons 3(c)(1)(F} and/or 3(c)(2)(B) of FIFRA; and (ii} to commence 
negotiations to determine the amount and terms of compensation, if any, to be paid for the use of the study. 

1 certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of the'1r delivery 
in accordance with sectkms 3(c)(t}(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request Should I fail to 
produce such evidence to the Agency upon request, 1 understand that the Agency may initiate action to deny, cancel or suspend the registration of my 
product in conformity with FIFRA. 

1 certify that the statements 1 have made on this form and all attachments to it are true, accurate, and complete, I acknowledge that 
an_y knowin liv false of misleadinll statement mav be punishable b fine or imprisonment of both under the applicable law. 

Signatur~ Date Typed or Printed Name and Title 

~ May7.2008 Yong Gao, Ph.D. 
Regulatory Affairs Manager 

EPA Form 8570-34 (9-97) Electromc and Paper VersiOns available. Submit only Paper versiOn. 
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'&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reJXIfting burden for this collecticn ot information is eslimated to average 025 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time tor reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this coUection of Information, including suggestions for reducing the burden to: Director, OPPE lntormation Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinoton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
o"" May 7. 2008 EPA Reg. NoJFile Symbol: 524-LTL j__ Page t of tO 

Applicant's/Aegistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd .• St. Louis. MO 63167 Product: MON 89034 
Ingredient Bacillus tlmringiensis CryiA.I05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guidefine Study Name MAID Number Submitter Status Note 

Administrative Materials for the Application to Register 
the Plant-Incorporated Protectaut, Bocil/us tlturingiensis 
Cry lA. 105 and Cry2Ab2 Proteins and the Genetic 
Material 0fector PV-ZMIR245) Necessary for their 
Production in MON 89034 (OECD Unique Identifier: 

NIA MON-89034-3). Monsanto Comp~ny OWN 

Bogdanova, N.N. 2006. Human Health and 
885.1100 Enviroumenta! AsscssmCitt of the Plant-Incorporated 

Protcctant Bacillus rhurittgiensfs CrytA. 105 and 4695 14-0t Product 
Crv2Ab2 Proteins Produced in ComMON 89034. Monsanto Companv OWN Ch~racterization 

Rice, J.F., B.J. Wolff, J.R, Groat, N.K. Scanlon, J.C. 
Jerntings, and J.D. Masucci. 2006. Amended Report for 

885.1100 MSL-20072: Molecular Analysis of ComMON 89034. 469514·02 Product 
Monsanto Tednicat Report MSL-203 t t. Monsanto Company OWN Characterization 

Hartmann, A.J., K.E. Niemeyer, and A. Sitvanovich. 
2006. Assessment of the Cry lA. 105 and Cry2Ab2 
Protein Levels in Tissues of Insect-Protected ComMON 

885.1100 89034 Produced in 2005 U.S. Field Trials. Monsanto 469514-03 Product 
Technical Re ort MSL-20285. Monsanto Company OWN CharaCierization 

Karunanandaa, K.,J.J. Thorp, M.E. Goley, S.L. k:vine, 
and A. Sitvanovidt. 2006. Characterization r:i. the 
Cry2Ab2 Protein Purified from the Com Grain of MON 
89034 and Comparison of the Physicochemical and 
Functional Properties of the Plant-Produced and E. coli-
Produced Cry2Ab2 Proteins. Monsanto Technical Repor! 469514-04 Product 

885.1 tOO MSL-20071. Monsanto Company OWN Characterization 

Signature Name and Title 
Date 

~····· ~ Yong Gao, Ph.D. 
May 7, 2008 

Reg!Jlato~yAffairs Manal!er 
EPA Form 8570-35 (9·97) Electronic and Paper vers1ons ava1lable. Submit only Paper vers1on. AgencY Internal Use Copy 

~on,.nto Compnny 06-CR-l72E-2 Page 7 
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.&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY j 

401 M Street, S.W. I 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimaled to average 0.25 hours per response lor regislraJion activities and 0.25 hours per , 
response for reregistration and special review activities, including If me lor reading the instructions and completing the necessary forms. Send corrrnents regarding the burden estimate or any 
other aspect otthls collection of intormation, including suggestions lor reducing the burden to: Director, OPPE Information Managemenl Division (2137), U.S. Environmental Protection Agency, 
40t M Streel, S.W., Washinaton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Daleo May 7. 2008 EPA Reg. No./F~e Symbol: 524-LTL l Page 2 of 10 

Applicanl's/Registrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd .. St. Louis, MO 63167 PrOduct MON 89034 
Ingredient Bacillus tlmringiensiSCrylA.l05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifter: MON-89034-3) 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Nole 

Levine, S.L and J. UfTman. 2006. Evaluation of the 
Functional Equivalence of the Ccy2Ab2 Protein Produced 

885.1100 in E. Coli and Bt Agaiust a Sensitive Lepidopteran 469514-05 Product 
Species. Monsanto Technical Report MSI.,.20132. Monsanto Company OWN Characterization 

Rice, J.F., B.J. Wolff, f.C. Jennings, and J.D. Masucci. 
2005. Summary of Southern Blot Analysis of MON 
89034 and MON 89597 Corn. Monsanto Technical Product 

885.1!00 Report MSL-20068 466945-01 Monsanto Co~y . OWN Characterization 

Goertz, B., T. Ganguly, J. Lee, T. Lee, and E.A. Rice. 
2005. Characterization of the CrytA.l05 Protein 
Purified from the Com Grain ofMON 89034 and 
Comparison of the Physicochemical and Functional 
Properties of the Plant-Produced and E.cofi-Produced 

885.1100 CrylA.I05 Proteins. Monsanto Tedmicat Report MSL- Product 
19960. 466946-04 Monsanto Company OWN Characterization 

SupplcmentallnfomJalion for MRID No. 46951402 
"Amended Report for MSL-20072: Molecular analysis of Product 
ComMON 89034". 471275-03 Monsanto Cm~n>: OWN Cltaracterization 

Supplemental Infonnation for MRID No. 46951403 
"Assessment of the Cry1A.I05 and Cry2Ab2 Protein 
Levels in Tissues of Insect-Protected ComMON 89034 Product 
Produced in 2005 U.S. Field Trials". 471275-05 Monsanto Company OWN Charactcriution 

Signature 

~ 
Name and Title 

Date 
~ Yong Gao, Ph.D. 

May 7, 2008 

Re~lato~Affairs Manager 

EPA Fonn 8570-35 (9-97) Electromc and Paper versions avatlable. Subm1! only Paper vers1on. Agency Internal Use Copy 

~ 
~nsanto Company 06-CR-172E-2 Page 8 



&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Pape/Work Reduction Act Notice: The public reporting burden tor this collection ot inlormal'lon is estimated to average 0.25 hours per response for registration actlvilies and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the instructions and completing the necessary forms. Send comnents regarding the burden estimate or any 
olher aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE lntormation Management Division (2137), U.S. EnviKJnmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Dot" May 7, 2008 EPA Reg. No./File Symbol: 524-L1L j Page 3 of tO 

Appllcant's/Registrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacillus thuringiensis Cry1Al05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier. MON-89034-)) 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note i 

Bogdanova, N.N. 2005. Structural and Functional 
Similarity of the CryiA.I05 Protein to Cry lA Class of 

885.tt00 BCJdllus rhuringiensi.1 Proteins. Monsanto Technical Product 
Report 05-RA-62-01 . 466946-01 Monsamo Cowpany DWN Characterization 

Dudin, Y.A and P. Chinnadmai. 2005. Qualitative 
Detection Method for the Ccy2Ab2 Prolein in Com Leaf 
aod Seed ofMON 89034 and MON 89597. Monsanto l'roduct 

860.1340 Technical Reoort 05-RA-39-04. 466945-03 MonSillltO Company DWN Characterization 

Bonnette, K.L. 2006. An acute oral toxicity study in 469514-06 
8853050 mice with Cry2Ab2 protein. Monsanto Study CR0-2005- Human Health 

049. Monsanto Company OWN Assessment 

Kapadia, S.A. and E.A. Rice. 2006. Assessment of the in 
viiTCJ Digestibility of the Cry2Ab2 Protein in Simubtcd 469514-07 Human Health 

885.1100 Gastric Fluid. Monsanto Technical Report MSG 19931. Monsamo Company DWN Assessment 

Kapadia, S. and E. A. Rice. 2005. Assessment of the in 
virro Digestlbility of tbe CrytA.I05 Protein in Simulated 469514-08 Human Health 

885.1100 Intestinal fluid. Monsanto Technical Report MSL.-!9930. Monsanto Company DWN Assessment 

~-
Name and Title Date 

Signature ~ Yong Gao, Ph.D. May 7, 2008 
Regulatory A[fairs Manager~_ 

EPA Foim 8570-35 (9-97) Electi-Onlc and Paper versions available. Submit only Paper version. AgenCY Internal uSe Copy 

~on,.nto Company 06-CR-172E-2 Page 9 



EPA Fonn 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washin!lton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of intonnation is estimated to average 0.25 hours per response for re~stration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and comp!eUng the necessary forms. Send comments regarding the burden estimate or any 
other aspect ot this collection of infonnation, including suggestions tor reducing the burden to: Director, OPPE lnfonnation Management Division (2t37), U.S. Environmental Protection Agency, 
40t M Street, S.W., Washinoton, DC 20460. Do not send the torm to this address. 

DATA MATRIX 
Date: Mav7, 2008 EPA Reg. No./File Symbol: 524-LTL 1 Page 4of tO 

Applicanl's/Registrant's Name & Address·. 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient BacillustfluringiensisCryiA.I05 and Cry2Ab2 Protdns and the GeneticMater"tal (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

McCoy, R.L. and A. Sitvanovich. 200S. Bioinfonnatics 
Analysis of the Cry lA.! OS Protein Utilizing the ADS, 

88S.J tOO 1DXIN5, aud ALLPEPTIDES Databases. Monsanto Human Health 
Technical R<;part MSL-19686. 466946-05 Monsanto ComQiliJY OWN Assessment 

Thorp, J.J. and M.E. Goley. 2006. Assessment of the in 
virrv Digestibility of the Cry2Ab2 Protein in Simulated 469514-09 Human Health 

sss.ttoo Intestinal Auid. Monsanto Technical Report MSL-!9938 Monsanto Company OWN Assessment 

McCI3in, J.S. and A. Silvanovich. 2006. Bioinfonnatics 
Ev3luation of the CryiA.lOS Protein Utilizing the AD6, 

S8S.tJOO TOXINS, and ALLPEPTIDES Databases. Monsanto 469St4-t0 Human Health 
Technical Rg.ort MSL-2035 t. Monsanto Camp~. OWN Assessment 

Kapadia, S.A. and E. A. Rice. 200S. Assessment of dm in 
8SS.ttOO virro Digestibility of the Cry lA !OS Protein in Simulated Human Health 

Gastric Fluid. Monsanto Technical Report MSL- 19929. 466946-06 Monsanto Company OWN Assessment 

Goley, M.E. and J.J. Thorp. 200S. Immunodctcct"ton of 
Cry2Ab2 aud CrytA.IOS Proteins in Com Grain from 

885.1100 MON 89034 Following Heat Trcatmenl. Monsanto Human Health 
Technical Report MSL- 19899. 466946-07 Monsanto Com any OWN Assessment 

Bonnette, K.L 200S. An Acute Oral Toxicity Study in 
88S.3050 Mice with Cry lA. tOS Protein. Monsanto Study CRO- Human Heald1 

200S-050. 466946-03 Monsanto Com any OWN Assessment 

Signature 

~· Name and Title 
Date 

~. Yang Gao, Ph.D. 
May 7, 2008 

Re);Ulatocy Affairs Manager 

~n.,nto Company 06-CR-172£-2 Page 10 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice~ The public reporting burden for this collection of information is estimated to average 025 hours per respoose for regstratlon activities and 0.25 hours per 
1esponse for reregistration and special review activities, including tfme for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect o/ this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washlng!on, DC 20460. Do not send the form to this address. 

DATA MATRIX i 
o,,, May 7, 2008 
Applicant's/Registrant's Name & Address: 

EPA Reg. No./File Symbol; 524-LTL _tPage 5 of 10 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacillus thuringiensi.r Cry1A.I05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZM!R245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Stu9y Name MAIO Number Submitter Status Note 

McClain, J.S. and A. Sllvanovidt. 2006. Bioinformalics 
Analysis of the Cry2Ab2 Protein Utilizi11g the Ab6, 

885.1!00 TOXINS, and ALLPEPTIDES Databases. Monsanto 469514-11 Human Health 
Technical Report MSL-20307. Monsamo Company OWN Assessment 

Davis, S.W. 2006. Comparison of Broiler Perfonnallce 

885.4050 
and Carcass Parameters When Fed Diets Cmtaining 
MON 89034, Control or Commercial Com. Monsanto 469514-12 Human Healtlt 
Stu_dy 05-01-50-13, Amended Re2!:_Jft. Monsanto Com anv OWN Assessment 

MacRae, T.C.,C.R. Brown, and S.L Levine. 2006. 
Spectrum of Insecticidal Activity of Bacillu$ thuringlensi.r 4695!4"13 
Cry lA. f05 Protein. Monsanto Tccbnical Report MSL- Enviromncntal 

NIA 20230. Mmsanlo Company OWN Assessment 

MacRae, T.C., C.R. Brown, and S.L Levine. 2006. 
Spectrum of Insecticidal Activity of Bacillus rhuringifnsi$ 
C£)'2Ab2 Protein. Monsanto Technical Report MSL- 469514-14 Environmental 

NIA 20229. Monsanto Company OWN Assessment 

Headrick, J.M .. 0. Heredia, 1.0. Oyediran, and T.T. 
Vaughn. 2006. Assessment of the Efficacy of 
Lcpidopleran-pmlectcd ComMON 89034 and MON 
89597 Against Major Insect Pests in United Stales, Puerto 
Rico and Argentina During 2003-2004 Seasons. 469514-tS Environmctilal 

NIA Monsanto Technical Report 05-RA-39-05. Monsanto Company OWN Assessment 

Signature Name and Title 
Date 

~ ~· Yong Gao, Ph.D. 
May 7, 2008 

Regu!a,tory .:\ffair~ Man_3ger --· --····-

EPA F6fm 8570-35(9-9ijEJeCii-Onic and P8.Pe' vei-sions avaiiable. Submit only Paper version. Ag'imc.Y.internal Use Copy 

® 
Monsanto Company 06-CR-172E~2 Page 11 



oEPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of intonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, QPPE Information Management Division (2 137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
' 

D•teo May7. 2008 EPA Reg. No/File Symbol: 524-LTL \ Page 6 of to I 
Appllcant'sJRegistranfs Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd .. St. Louis, MO 63167 Product: MON 89034 
Ingredient Bacillus tlturingiensis CryiA.105 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Teixeira, D. 2006. Evaluation of Dietary Effects of 
Lyophi~zed Leaf Tissue from ComMON 89034 in a 
Ctironic fuposure StUdy witlt Collembola (Folsomia 469514-16 EnvironmCJital 

885.4340 candida). Monsanto Technical Report MSG20169. Monsamo Company OWN Assessment 

Palmer, S.J. and H.O. Krueger. 2006. Evaluation of 
Exposure to MON 89034 with the Cladoceran Daplwia 
magna: An acute statie-renewal test with com pollen. 469514-17 Environmental 

885.4340 M(flsanto Study WL-2005-01 I. Monsanto Company OWN Assessment 

Sindcnnann, A.B., J.R. Porch, and H.O. Krueger. 2006. 
Evaluation of Pot<..'lltial Effects of Exposure to Cry lA. 105 
Protein in an Acute Study with the Eartbwonn in an 469514-18 
Artificial Soil Stbstrute. Monsanto Technical Report Envirmnnental 

885.6200 MSL-20147. Monsanto Company OWN Assessment 

Richards, K.B. 2006. Evaluation oftbe Dietary Effcet(s) 
of a Cry lA. 105 Protein on Honeybee larvae (A pis 469514-19 Environmental 

885.4380 mdlife'm L.). Monsanto StUdy CA-2005-071. Monsanto Co~y OWN Assessment 

Richards, K.B. 2006. Evaluation oftbe Dietary Erfect(s) 
of a Cry lA. 105 Protein on Adult Honeybees (Apis 469514-20 Environmental 

885.4380 mclfifera L.). Monsauto Study CA-2005-072 Monsanto Company OWN Assessment 

Signature 

d Name and Title 
Date 

6-~ Yong Gao, PhD. 
May 7, 2008 

Regulatory Affairs Manager 
-EPAForrn 8570-35 (9-97)8ectronic find Paper versions iViilablRSubrlill only Paper versio• " .gency lnl• orn~l ll~n ,..~nu py 

~on,.nto Company 06-CR-172E-2 Page 12 



&EPA 
Form Approved OMB No. 207CI-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden lor this collection ol intormation is estimated to average 0.25 hours per response tor registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the inslruclions and completing the necessary t01ms. Send comments 1egardlng the bwden estimate or any 
other asp eel of this coDeclion of inl01mation, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washin ton, DC 20460. Do not send the form to lhls address. 

DATA MATRIX 
D•t• May 7, 2008 EPA Reg. No./FIIe Symbol; 524-LTL j Page 7 of 10 

Applican\'sJRegistrant's Name & Address: 

Monsanto Colllj)any, 800 N. Lindbergh Blvd., St. Louis, MO 63!67 Product: MON 89034 
lng1edlent Bacillus rhurin8iensis Cry1A.l05 and Cry2Ab2 Proteins and the Genetic Materia! (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Relerence Number Guideline Study_Name MAIO Number Submitter Status Note 

Paradise, M.S. 20{)(i. Evaluation of Potential Dietary 
Effects ofCryiA.1 05 Protein on the Ladybird Beetle, 
Cofeomegilta maculara (Coleoptera: Coccinellidac). 469514-21 Environmcmal 

885.4340 Monsanto Technical Report MSL-20150. Monsanto Coi!Jpany. OWN Assessment 

Paradise, M.S. 2006. Evaluation of Potcutiat Dietary 
Effects ofCry2Ab2 Protein on the Ladybird Beetle, 
Cofcamegilla macufam (Coleoptera: Coccinc\Hdae). 469514-22 Environmental 

885.4340 Monsanto Technical Report MSL-20151. Monsanto Com an OWN Assessment 

Teixeira, D. 2006. Evaluation of Potential Dietary 
Effects ofCryiA.I05 Protein on Minute Pirate Bugs, 469514-23 
Orius insidiosus (Hemiptera: Anihocoridae). Monsamo Environmental 

885.4340 Technical Report MSI..-20170. Monsa.uto Company . OWN Assessmem 
Teixeira, D. 2006. Evaluation of Potential Dietary 
Effects of Cry2Ab2 Protein on Minute Pirate Bugs, Orius 
1i1sidiosus {Hemiptera: Antbocoridae). Monsamo 469514-24 Environmental 

885.4340 Teelmical R~ort MSI..-20171. Moosanto Comoany OWN Assessment 

Sindermann, A.B., J.R. Porch, and H.O. Krueger. 2006. 
Evaluation of Potential Effects of Exposure to Cry!A.\05 
Protein in an Acute Study with the l'arasitk Wasp, 
Ichneumon promissorius (Hymenoptera: lchneumonidae). 469514-25 Environmental 

885.4340 Monsanto Technical Report MSI..-20 149. Monsanto Company OWN Assessment 

Signature 

~~ 
Date 

Name and Title May 7, 2008 
Yong Gao, Ph.D. 
Rc~\~lory t\,ffairs lYJanager 
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notlce: The public reporting burden for this collection of intormation is estimated to average 0.25 hours per response for registration acflvilies and 0.25 hours per 
response lor reregistration and special review activijies, including lime for reading the instructions and completing the necessary lorms. Send comments regarding the burden estimate or any 
other aspect of this co!!ection of intormalion, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

"''' May 7, 2008 EPA Reg. No./File Symbol: 524-LTL I Page 8 of 10 

Applicant's/Aegislranl's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MD 63167 Product: MON 89034 
lngrecl"lent Bacillus thuringiensisCry!A.l05 and Cry2Ah2 Proteins and !he Geneftc Material (VeclorPV-ZMIR245)Necessary for lheirPrOO.uelion in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Gallagher, S.P. and J.B. Beaven;. 2006. Evaluation of 
Potential Dietary Effects ofMON 89034 with the 

885.4050 Northern Bobwhite: an Eight-day Dietary Study with 4695t4-27 Environmental 
Com Grain. Monsanto Technical RePOrt WL-2005-012. Monsaoto Company OWN Assessment 

Mueth, M., T. Curran, J. Warren, S. Dube!man, M. 
Glaspie, f. Murphy, S. Levine, J. Holtmeyer, and C. 
Jiang. 2006. Aerobic Soil Degradation of the Purified 469514-28 

885j200 Cry2Ab2 and Cry!A.IOS Proteins. Monsanto Technical Environmental 

RePort MSL-20!74. Monsanto Company OWN Assessment 

Huesing, J.E., 1.1. Duan, and S.L Levine. 2006. 
Environ merna! N/A Endangered Species Risk Assessment for ComMON 469514-29 

89034. Monsanto Technical Report MSL0020394. Monsanto Company OWN Assessment 

MacRae. T.C., C.R. Brown, S.L Levine. 2005. 
Evaluation of the Potential for Interactions Between the 

N/A Bocili11s 17mringiensis Proteins Cry fA. lOS and Cry2Ab2. Environmental 

Monsanto Tedmicat R_eport MSL-19859. 466946-02 Monsanto Company OWN Assessment 

Silldcnnarni, A.B., J.R. POICh, and H.O. Krueger. 2006. 
Evaluation ci Potential Effects of Expo$Ure to Cry2Ab2 
Protein ill an Acute Study with the Parasitic Wasp, 

Environmcmal lcilneumon pro11D"ssoriu.r (Hymenoptera: fchneumonidac). 4695t4-26 
885.4340 Monsanto Technical Re ort MSL-20148. Monsanto Company OWN Assessment 

Signature 

~ 
Name and Title 

Date 

~ Yang Gao, Ph.D. 
May 7, 2008 

Regulatory Affairs Manager 

EPA FOrm 8570-35.(9-97) ·Electronic and PaPer veffilons a·vailabiEi:-SubiUlt only Paper versi, -- A-nn~u t .. <n•n<>l I l~a f"'n~u ,gency PY 
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Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden tor this collection of informalfon is estimated to average 0.25 hours per response for registration activities and 0.25 hours per ' 
response lor reregistration and special review activities, including time for reading the instrucllons and completing the necessary forms. Send comments regarding the burden estimate or any i 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
40t M Streel, S.W., Washinoton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

o,,, May 7, 2008 EPA Reg. No./File Symbol: 524-LTL l_ Page 9 of 10 

Applicant's!Aeglstranl's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
Ingredient BacillusrhuringicnsisCryiA.IOS and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245)Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Aelerence Number Gu"1deline Studv Name MAID Number Submitter Status Note 

Palmer, S.J. and H.O. Krueger. 2000. Insect Protection 
Protein 2: An Acute Toxicity Study With the Earthwonn Environmental 
in an Artificial Soil Substrate. Monsanto Technical Assessment 

885.4340 Re ortMSL-16177 450863-13 Monsanto Co~~ny OWN 

Maggi, V.L. 2000. Evaluation of dietary effcct(s) of 
purified Bacillus thun"ngiensfs Cry2Ab2 protein on honey Environmental 

885.4380 bee larvae. Monsanto Technical Report MSL-1696 t. 453371-02 Monsanto Company OWN Assessment 

Teixeira, D. 2000. Assessment of Chronic Toxicity of 
Cotton Tissue ConJaining Insect Protection Protein 2 to 
Coltembola (Fo/.romia candida), Amended report. Env ironm.ental 

885.4340 Monsanto Technical Report MSL-16174. 450863 14 Monsanto ComDanv OWN Assessment 

Palmer, S. and H. Krueger. 2000. Insect Protccti011 
Protein 2: A Diclary Toxicity Study with Parasitic 
Hymenoplera (Nasooia vitripennis). Monsanto Technical Environmental 

885.4340 Rcp()rt MSL- t6173. 450863-10 Monsanto Company OWN Assessment 

Maggi, V.L. 2000. Evaluation of the Dietary Effcct(s) of 
Insect Protection Protein 2 ou Adult H011cy Bees (Apis Environmental 

885.4380 mellifera L.). Monsanto Technical Report MSL-16176. 450863-08 Monsa.~lio Conwan OWN Assessment 

Signature 

~~--
Name and Title 

Date 

Yong Gao, Ph.D. 
May 7, 2008 

__!{_~gulatory Affairs Manager 
-- - -

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved OMB No. 207G-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
! 401 M Street, S. W. 

Washington, D.C. 20460 
Papenvork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response lor reregistration and special review activUies, including time for reading the instructions and completing the necessal)' forms. Send comments regarding the burden estimate or any 
other aspect ot I his collection of information, '1ncluding suggestions for reducing the burden to: Director, OPPE Information Management Divis'1on (2 137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: May 7, 2008 EPA Reg. No./File Symbol: 524-LTL I Page 10 of to I 
Applicant's/Registrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 . 

Ingredient Bacillus lhuringiensfs CrylA.l05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Head, G. 2006. Insect Resistance Management Plan for 
NIA Se<:on:l Gcne1ation Lepidq:Jterun-Protectcd Com, MON 469514-30 

89034. Mon.~anto Tecltnicat Report 06-RA-39-06. Monsa11to Compa11y OWN IRM 

Bogdanova, N. and A. Ciawford (2007). Public Inteiest 
Document Supporting Registratio11 of Bacillus 
rlwri,tgiensis Cry lA 105 , Cry2Ab2 and Cry3Bbl 
Proteins in Insect-l'wtccted ComMON 89034 and MON 
89034::.: MON 88017 Mo11santo Company OWN Benefits 

Bogdanova, N., S. Dnbelrrnm, M. Mueth, J. Murphy and 
A. Silvanoviclt (2007). Responses to EPA Questions 
Regarding Application 524-LTL to registe1 Iusect-
Protected ComMON 89034 (MRID 46951428) 471403-01 Mousanto Cornpa.!l_y OWN Mise. 

Bogdanova, N., (2007) Responses to EPA Questions 
Regarding Applications 524-LTI.. and 524-LTL to 
Register Insect-Protected ComMON 89034 and MON 
89034 x MON 88017 (MRID 46951400 and 46951300) 471275-01 Monsanto Co!llpa.!l.r__ OWN Mise. 

Bogdanova, N .. , (2007). Supplemental Infom~ation to 
Addiess EPA Questions Regarding Apptieatio1u 524-LTL 
and 524-LTI.. to Registet Insect-Protected Cow MON 
89034 andMON 89034::.: MON 88017 (MRID 46951400 
aud 46951300) 470794-02 Monsanto Ounpa~y OWN Misc. 

Signature 

~ 
Name and Title 

Date 

c:= May?, 2008 - - Yong Gao, Ph.D. 
Regulatory Affairs Man<Jger 
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SURNAME ... 

DATE ... 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

OPP Decision Numbers: 

Yang Gao 
Regulatory Affairs Manager 
Monsanto Company 
1300 I Street, NW 
Suite 450 East 
Washington, DC 20005 

DEC 1 9 2U07 

D-371t89 
D-371190 

Dear Dr. Gao: 

Subject: MON89034 x MON 88017 (Cry1A.105, Cry2Ab2 and Cry3Bb1) Corn and 

MON89034 (Cry1A.105, and Cry2Ab2) Corn 

EPA Petition Numbers: 6F7142 and 6F7143 
EPA File Symbols: 524-LTA and 524-LTL 
Application Date: September 29, 2006 
EPA Receipt Date: September 29, 2006 

Your applications as submitted under.the Pesticide Registration Improvement Act (PRIA) 
guaranteed you a regulatory decision for this action category (881 twice) by June 10, 2008. 

Our review of your public interest document is ongoing. Provided that we are able to 
determine the registration of these products would be in the public interest, that you make the 
following changes to your proposed insect resistance management (lAM) refuges, and that you 
drop the proposed popcorn use, the Agency will be able to continue processing your 
applications. 

If you choose not to modify the IRM refuge proposals and drop the popcorn use, the 
applications will be deemed incomplete. Within seventy~five (75) days, please indicate whether 
you will modify the IRM refuges and drop the popcorn use, and submit in writing a commitment 
to periorm the required data listed below. 

The Agency is requesting the following revisions to your proposed IRM refuges. Please 
consult the enclosed data evaluation records for detailed information. 

CONCURRENCES 

7')111._ ·-t- I 
} 2) I I f 7)11 (' ., 
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REVISED IRM REFUGES 

MON 89034 field corn uses in the corn belt including the separate refuge for 89034 x 
88017. 
(1) Pyramids can reduce the need for large refuges. Monsanto has proposed that a 5% 
structured refuge, rather than the current 20% structured refuge, be used with the field 
corn uses of MON 89034. However, Monsanto's data and modeling do not support a 
5% structured refuge for MON 89034 for field corn uses in the Corn Belt. A 20% 
structured refuge requirement for field corn uses of MON 89034 in the Corn Belt can be 
supported at the p·resent time. 

(2) MON 89034 field corn use in cotton-growing areas. A 20?/o non-Bt corn refuge for 
MON 89034 in the southern cotton-growing areas would be sufficient to manage the risk 
of resistance evolution to Bt corn and Bt cotton products assuming there is no cross~ 
resistance. Refer to sections (3) and (4) below. 

The following data deficiencies must be addressed post~registration to support a 
conditional registration with the above mentioned revised 20% non·Bt lAM refuges and no 
popcorn use sites. 

DATA REQUIRED POST-REGISTRATION WITH REVISED IRM REFUGES 

(1) For event MON 89034 corn and event MON 89034 x MON 88017 corn, an 
independent lab validation of the analytical method for the detection of Cry2Ab2 and/or 
Cry! A. 105 is needed. 

(2) Freshwater aquatic invertebrates for MON 89034 (MRID 469514-17) 
The Daphnia magna study is unacceptable because the 48 hour test duration is not 
sufficient to show mortality for Bt toxins. It takes more than 48 hours for the target pests 
to succumb to the Cry proteins therefore 48 hours is also too short to show mortality to 
Daphnia. A 21 day daphnia study, as outlined in the OPPTS Microbial Test Guidelines, 

) 

needs to be performed. The study may be submitted as a condition of registration. ') 

(3) Monsanto did not address the likelihood of cross~resistance of Cry1A.105, Cry1Ac, 
Cry1 Fa, proteins already in existing Bt corn and Bt cotton products, and what impact 
such cross~resistance would have on the durability of MON 89034. Monsanto must 
provide additional information on cross~resistance of Cry1A.105 and Cry1 Fa and Cry1 Ac 
(preferably including binding site models and use of resistant colonies) for the target 
pests and determine how swch cross~ resistance may impact the durability of MON 
89034. The Cry1A.105 protein is a chimeric protein consisting of Domains I and II and 
the C~terminus of Cry1 Ac and Domain !I! of Cry1 Fa. It is important to address not only 
the likelihood of cross~ resistance potential of Cry1A.1 05 and Cry1 Ab and, similarly, 
Cry! A. 105 and Cry2Ab2 (which was done by Monsanto), but also that of Cry! A. 105 and 
Cry1Ac and Cryt Fa. 

(4) Monsanto did not sufficiently address the cross-resistance of Cry! A. 105, Cry! Fa, 
and Cry1 Ac in the cotton~growing landscape and how cross~resistance may impact the 
durability of MON 89034. Should cross~ resistance be of concern then the durability of 
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MON 89034 in the southern cotton·growing areas might be compromised. Monsanto 
needs to address this issue in subsequent simulation modeling. 

(5) Monsanto is reminded that to support the sweet corn use site, a grower guide must 
be distributed to all customers using seed containing the plan· incorporated protectant 
that will include instructions and recommendations regarding product use, insect 
resistance management and integrated pest management. The following information 
regarding commercial productions must be included in the Grower guide: 

• Crop destruction must occur no later than 30 days following harvest, but 
preferably within 14 days. 

• The allowed crop destruction methods are rotary mowing, discing, or plow-down. 
Crop-destruction methods should destroy any surviving resistant insects. 

If Monsanto chooses to register their products with a 5% structured refuge the following 
additional data are required. 

DATA REQUIRED TO SUPPORT MON 89034 FIELD CORN USES IN THE CORN 
BELT WITH A 5% STRUCTURED REFUGE: 

Monsanto must address the uncertainties in the dose determination for ECB, SWCB, 
CEW, FAW (SS and RS mortality), cross-resistance likelihood of Cry1A 105, Cry1Ac, 
and Cry1 Fa and its impact on the durability of MON 89034, and limitations of the 
simulation modeling. Please also refer to the enclosed review for a full discussion of 
BPPD's analysis of the IRM plan for MON 89034. 

a) Dose determination. Monsanto relies on the Roush (1998) model to support the 
need for a 5% structured refuge rather than a 20% structured refuge in the Corn Belt. 
Roush's model (1998; Figure 2) indicates that a 5% structured refuge is equal to or 
greater than a 20% structured refuge for a highly effective, high dose single-gene 
product when a two-gene product (MON 89034 in this case) achieves at least 95% 
contra! of susceptible homozygotes and 70% control of heterozygotes assuming there is 
no cross-resistance. The dose information provided by Monsanto is not sufficient to 
demonstrate that each protein will kill 95% of the homozygous susceptible insects and 
70% of the heterozygotes. BPPD recommends that Monsanto further investigate 
whether MON 89034 consistently has high mortality of susceptible homozygotes (>95%) 
and whether the heterozygote mortality is at least 70% for MON 89034 against the target 
pests (for the Corn Belt- ECB and SWCB). The 1998 SAP suggested several ways to 
estimate mortality for less susceptible larvae (i.e. heterozygotes) (EPA 1998). These 
techniques included testing larger, later instar larvae that may be less susceptible. 

b) Cross Resistance. Additional information is needed on cross-resistance of 
Cry1 A.1 05 and Cry1 Fa and Cry1 Ac (including binding site models and use of resistant 
colonies) for the target pests and a determination of how such cross-resistance may 
impact the durability of MON 89034. The Cry1 A.1 05 protein is a chimeric protein 
consisting of Domains I and II and the C-terminus of Cry1Ac and Domain Ill of Cry1Fa. It 
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is important to address not only the likelihood of cross-resistance potential of Cry1 A. 105 
and Cry1Ab and, similarly, Cry1A. 105 and Cry2Ab2 (which was done by Monsanto), but 
also that of Cry1A.1 05 and CrytAc and Cry1 Fa. 

c) Modeling. Additional species-specific (e.g, ECB and SWCB for the Corn Belt), 
spatially-explicit, landscape mod~Jing is needed to explore the durability of MON 89034 
versus single-protein Bt corn products. Modeling should consider the impact of other Bt 
proteins in the landscape that may confer some cross-resistance (to Cry1 A t05, in 
particular) and how such cross-resistance would impact the durability of MON 89034 in 
the Corn Belt (i.e., the use of simulation modeling). This is analogous to the species
specific simulation modeling that EPA required Monsanto do to support the use of 
natural refuge (instead of a structured refuge) for management of H. virescens and H. 
zea to the CrytAc and Cry2Ab2 proteins expressed in Bo/!gard II cotton. 

If you do not modify your refuge proposals as described above, the application will be 
deemed deficient 

Pursuant to 40 CFR 152.105, you are allowed 75 days from the date of this letter to 
provide a response concerning the deficiencies listed in this letter. Your response may include 
making corrections or additions to complete the application, or notifying the Agency of the date 
on which you expect to complete the application, or withdrawing your application. If you do not 
respond to this letter within 75 days or if you respond with a date on which you expect to 
complete the application but fail to meet that scheduled date, the Agency will treat the 
application as if you had withdrawn it. Withdrawal concludes the Agency's review of your 
application. Any subsequent submission of the same application must then be submitted as a 
new application with a new deadline for responding and subject to a new registration service 
fee. 

Based on the content and timing of your response, the PRIA date for these applications 
may need to be renegotiatied. Please contact Susanne Cerre!li of my staff at (703) 308~8077 
should you have any questions or wish to schedule a meeting. 

Sincerely, 

eryl Rei y, hiefJ 
Microbial Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511 P) 

) 

) 
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Sharlene 
Matten/DC/USEPA/US 

0712312007 02:50PM 

Forgot the attachment SRM 

Sharlene R. Matten, Ph.D. 
Biologist 
USEPAIOPP/BPPD (7511P) 
1200 Pennsylvania Ave., NW 
Washington D.C. 20460 
703-605-0514 

To Alan Reynotds/DC/USEPNUS@EPA, Susanne 
Cerretti/DCIUSEPNUS@EPA 

cc 

bee 

Subject Attachments: MON 89034: IRM and Benefits studies plus 
comments on Public Interest Finding, sweet corn and 
popcorn uses 

-----Forwarded by Sharlene Matten/DC/USEPA/US on 07/23/2007 02:51PM ----

To: Susanne Cerrelli/DC/USEPA!US@EPA, Alan Reynolds/DC/USEPAIUS@EPA 
From; Sharlene Matten/DC/USEPA!US 
Date: 07/23/2007 02:46PM 
Subject: MON 89034: IRM and Benefits studies plus comments on Public Interest Finding, 
sweet corn and popcorn uses 

Susanne-- I extracted, from an eaflier table you sent to me, all of the IRM and efficacy and 
insect spectrum studies that Alan and I are reviewing. We are doing the IRM Plan review 
together. I am doing all of the efficacy and insect spectrum studies. I did not have all of the 
Submission information in all cases. 

I do not have any document that would be used to make a Public Interest Finding should 
there be a conditional registration under 3{c)7(C). I would not assume that registration of 
MON 89034 will be an unconditional 3{c)5 registration; therefore, we need to make a Public 
Interest Finding and have a document from Monsanto that gives us the appropriate 
information to make such a finding. 

In addition, we do not have sufficient information (expression and activity) to complete an 
I RM assessment for sweet corn. We have no information on popcorn. My recommendation 
is that Monsanto withdrawal both the sweet corn and popcorn uses until such information 
can be generated and submitted to EPA to support these uses 

Sharlene 
Sharlene R. Matten, Ph.D. 
Biologist 
USEPAIOPP/BPPD (7511P) 
1200 Pennsylvania Ave., NW 
Washington D.C. 20460 
703-605-0514 

~'11 
Cit! 
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MONSANTO~ 
Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 
(314)-694-3143 

Document Processing Desk (PETN) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

May 25, 2007 

Attn: Dr. Sheryl Reilly, Team Leader 92 

800 NORHJ LINOaHQt-l 8LVO 

ST. LOUIS, M1S~OU•1 63167 

http:/ /www.mons~nto.com 

'.'' 

') ') 

'' '' , ; ) 

Subject: Response to questions from EPA regarding insect-protected corn MON 89034 

EPA File Symbol 524-L 1L 

Dear Dr. Reilly: 

This letter is in response to the Agency's request from May 16, 2007 to address questions 
pertaining to Monsanto's application for the registration of the plant-incorporated protectant 
Bacillus thuringiensis (Bt) Cry1A.l05 and Cry2Ab2 proteins and the genetic material necessary 
for their production in com product MON 89034. 

Responses to the Agency's questions are included in Volume 2 of this submission. This 
submission includes documents that have been classified as 'A'- non-confidential documents that 
can be released to the public. A pdf file is included. 

Volume Document Category Hard pdf. file for 
copy E-docket 

N/A Cover Letter A .,; ' N/A Transmittal Document A .,; .,; 
1 Administrative Materials for Submission of A .,; .,; 

Responses to EPA Questions Regarding Application 
524-LTL to Register Insect-protected Corn MON 
89034 (MRJD 46951400) 

2 Responses to EPA Questions Regarding Application A .,; .,; 
524-LTL to Register Insect-protected Corn MON 
89034 (MRJD 46951400) 

" 



Dr. S. Re!lly 
May I I, 2006 

Page 2 of2 

Should you require any additional information regarding this submission please feel fi"ee to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (314-694-
3143). 

Sincerely, -;_J 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EP AIOPP/BPPD 
Russell Sdmeider, Monsanto 
Monsanto Regulatory Files 
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Administrative Materials for the Registration of Insect~protected Corn MON 89034 (EPA 
File 524-LTL) 

TRANSMITTAL DATE 

May25, 2007 

MONSANTO REFERENCE No. 

06-CR-!72-4 

Monsanto Company 06-CR-!72E-4 Page I of2 
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Administrative Materials 

Volume 1. Administrative Materials for the Response to EPA Questions Regardine' 
Application 524-LTL to Register Insect-protected ComMON 89034 
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' MRID Number ______________ _ 
'' \\ 

; \'' 
' Volume2. Responses to EPA Questions Regarding Application 524-LTL to Register' 
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Regulatory Affairs Manager 
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Monsanto Company 

Director, Regulatory Affairs 
(202) 383-2866 
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Ma 25 2007 
Date 

Page 2 of2 
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Please read instructions on reverse before completing form. Form Approved. OMS No. 2070-0060. Aoproval Ex ires 2-28-95 

D Registration 
OPP Identifier 

&EPA 
United States Number 

Environmental Protection Agency D Amendment 
Washington, DC 20460 D Other 

A_[>plication for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

File Symbol 524-LTL Sheryl Reilly 

Company/Product (Name) PM# IKJ None 0 Restricted 
MON89034 92 

5. Name and Address ot Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(B)(i). my 

Monsanto Company product is similar or identical in composition and labeling to: 

1300 I (Eye) Street, N.W., Suite 450 East EPA Reg. No. 

Washington, DC 20005 
Product Name 0 Check if this is a new address 

Section -II 

D Amendment- Explain below. D Final printed labels in response lo 
Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too'" Application. 

_] Notification -Explain below. D Other- Explain below. 

Explanation: Use add"1tional page(s) if necessary. (For Section I and Section II.) 

Submission of responses to EPA questions regarding application to register insect-protected corn MON 89034 

Section -Ill 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

0 Yes" Ove, DYes 
0 Metal 

0 No 0 No ONo 
0 Plastic 

0 Glass 
*Certification must If "Yes" No. per If "Yes"' No. per 0 Paper 
be submitted Unit Pac11aging wgt. Container Package wgt. Conla"1ner 0 Other 

I (Specifvl 

3. Location ot Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

0 Label 0 Container 0 On Label 

0 On Labeling accompanying product 

o. Manner in Which Label is Affixed to Product 0 Lithograph D Other 

0 Paper glued 

0 Stenciled 

Section -IV 
t. Contact Point (Com ete items directly be tow for identi(rcation of Individual to be contacted, if necessary, to rocess this application. 

Name Title Telephone No. (tnctude Area Code) 

Russell P. Schneider Director, Regulatory Affairs (202) 383-2866 
Certification 6. Dale Application 

I certify that the statements I have made on this form and aft attachments thereto are true, accurate and complete. Received 
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable taw. 

(Stamped) 
2. SignatLJe 3. Title 

'--:~'·· 
/ . " ... Regulatory Affairs Manager 

' ' ' 
4. Typed Name 5. Date 

Natalia N. Bogdanova TeL (314) 694-3143 May 25, 2007 

. .. . - -EPA Form 8570 1 (Rev. 3 94) Prev1ous ed1t10ns are obsolete. Wh1te EPA F1le Copy (ongmal) Yellow Applicant Copy 

Monsanto Company 06-CR-172-3 Page4of7 



~.&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activities, including time fOr reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the 
burden to Director, OPPE Information Management Div'as"on (2137}, U.S. Env'1ronmental Protection Agency, 401 M Street, S.W., Wash'1ngton DC, 20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 
Applican!'s/Registrant's Name, Address, and Telephone Number: EPA Registration Number f File Symbot: 

Monsanto Company, 1300 I (Eye) Street, N.W., Washington, DC 2005 (202) 383·2866 524-LTL 

Active lngredient(s) and/or representative test compound(s): Bf Cry1A.1 05 and Cry2Ab2 proteins Dale: 
and the genetic material (vector ZMIR245) necessary for its produclion in MON 89034. May 25,2007 

General Use Pattem(s} (list all those claimed for this product using 40 CFR Part 158: Product Name: 

Terrestrial field crop MON 89034 

NOTE: If your product is a 1 OO% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27}. 

·o I am responding to a Data-Call-in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form 
should be used for this ourpose . 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
I am using the cite-all method of support, and have included with I am using the selective method of support (or cite-all option under 

D this form a list of companies sent offers of compensation (the [gj the selective method), and have included with this form a 
Data Matrix Form should be used for this purpose}. completed list of data requirements (the Data Matrix form must be 

used}. 

Section II: GENERAL OFFER TO PAY 
[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements[ 

D I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

Section Ill: CERTIFICATION 
I certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in 

the applicaijon for registration, the form for registration, or the Data-Call-In response. In addition. if the cite-aU option or cite-all option under the selective 
method is indicated in Section 1, this application is supported by all data in the Agency's files that (1} concern the properties or effects of this product or 
an identical or substantially similar product, one or more of the ingrecf1ents in this product; and (2) is a type of data that would be required to be submitted 
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or 

, similar composition and uses. 

t certify that for each exclusive use study died in support of this registration or reregistration, that I am the original data submitter or that I have 
obtained the written permission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a} I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this applicaijon; (c) all periods of eligibiti!y for 
compensation have expired for the stucly: (d) the study ·1s in the public literature: (e) I have notified in writing the company that submitted the study and 
have offered (i} to pay compensation to the extent required by sections 3(c)(1)(F} and/or 3(c)(2)(B) of FIFRA; and {ii) to commence negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of the"1r delivery in 
accordance with sections 3{c)(1 )(F) and/or 3(c}(2}(B) of FtFRA are available and will be submitted to the Agency upon request Should 1 fail to produce 
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in 
conformity with FtFRA. 

t certify that the statements t have made on this fonn and all attachments to it are true, accurate, and complete. t acknowledge that any 
knowingly false of misleading statement may be punishable by fine or imprisonment of both under the applicable law. 

Signature Date Typed or Printed Name and Tille 

/ ~ / ~-
May 25,2007 Natalia N. Bogdanova, D.V.M. 

Re2:ulatory Affairs Manager 
~ EPA Form 8570-34 (9 97} Electromc and Paper Versions available. Subm1t only Paper vers1on. 

Monsanto Company 06-CR-172-4 Page 5o~ 



&EPA 
Form Approved OMB No_ 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for !his collection of information is estimated to average 0.25 hours per response for registration activiUes and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing !lie necessary forms. Send comments regarding the burden estimate or any 
oUter aspect of this collection of information, inducting suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .. Washington. DC 20460. Do no! send the form to this address. 

DATA MATRIX 
Date: May 25, 2007 EPA Reg. No./File Symbol: 524-LTL Page ! of I 

App!ican!'s/Registran!'s Name & Address: 
Monsaltto Company, 1300 I (Eye) Street, N.W., Suite 450 East, Washington, D.C. 20005 Product MON 89034 

Ingredient Bacillrrs tlmringiensis CryiA.105 and Cry2Ab2 and the _genetic material necessary for their prod11ction (vector ZMIR245) in MON 89034 

Guideline Reference Number Guideline Study Name MR!D Number Submil!er Status Note 
Volume I. Administrative Materials for tlte 
Submission of Responses to EPA Questions 
Regarding Application 524-LTL to Register 
Insect-protected ComMON 89034(MR1D 
46951428) 

Monsanto Compan • OWN This Subn1issiun 
Volume 2. Responses to EPA Questions 
Regarding Application 524-LTL to Register 
Insect-protected ComMON 89034 (MRJD 
46951428) 

Monsamo Company OWN This Suhu1is~io11 

Sigunturc 
Name aud Title Date 

" " 
// 

Natalia N. Bogdauova. D.V.M. May 25,2007 ~ 

Regulatory Affairs Manaoer 
~-

EPA Form 8570-35 (9·97) Electron"1c and Paper versions available. Stbmit only Paper version. Agency Internal Use Copy 

~ Monsmtto Company 06-CR-172-4 Page 6 of7 



® 

.&EPA 

PapeiWork Reduction Act 
response for reregistration and 
other aspect of this collection of 

Momanto ComJmHy 

" <"' .r"" 

versions 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
time for reading the instructions and completing the necessary forms. Send comments regarding t11e burden estimate or any 

for reducing the burden to: Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 

Name and Title 
Natalia N. Bogdrmova, D.V.M. May 25,2007 

version. 

06-CR-172-4 Page 7 of? 



"SCHNEIDER, 
RUSSELL P (AG/1920r 
<russell.p.schneider@m 
onsanto.com> 

05/14/2008 04:17PM 

To Mike Mendelsohn/DC/USEPA/US@EPA, susanne 
Cerrelli/DC/USEPA/US@EPA 

cc Sheryl Reilly/DC/USEPA/US@EPA 

bee 

Subject CFIA discussion 

Mike/Susanne, 

Please accept this email as Monsanto's agreement for EPA to discuss 
the 
registration of MON 89034 insect protected corn with CFIA. I am 
sure 
you will hear questions about the data Monsanto provided and that 
you 
have reviewed to support the request for the 5% refuge in corn, and 
your 
plans for the monitoring of insect resistance, monitoring plans, 
compliance, 'etc. In particular I think it is important that you 
remind 
CFIA of the differences in insect populations, overwintering, 
longevity, 
etc. An example of the kind of discussion you may anticipate is 
provided below. 

Overall, the selection for Bt resistance and the resistance risk in 
lepidopteran corn pests is significantly lower in Canada than US 
because: 

corn 
each year 

the us 

most of these pest species cannot overwinter in Canada 
these species generally go through fewer generations on 

in Canada than the US, and 
pest populations are typically smaller in Canada than 

largely because of the first two factors. 
In Canada, particularly because of overwintering 

temperatures, 
the focus for IRM is on European corn borer, while southwestern corn 
borer, corn earworm and fall arm~~orm also must be considered in the 
us. 

Of all the corn pest Lepidoptera, the level of control provided by 
both 
proteins in MON 89034 is by far the highest for European corn borer 
(exceeding a "high dose" in both cases), and therefore the amount of 
refuge required for this pest is least. This means that the 
selection 
of 5% refuge is highly conservative for Canada. 

Russ 

This e-mail message may contain privileged and/or confidential 



1YlON SANTO 

Nata/m N Bogdmwvn. D. VM. 
Regulatoty Affairs Mn11ager 
(314)-694-3143 

Document Processing Desk (PETN) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

May 11,2007 

Attn: Dr. Sheryl Reilly, Team Leader 92 

800 PJOR7H LINOSERGH 8''/D 

ST ~OUlS, MlSSOU~I 6JJ67 

tntp;/ /vNt•.v.monsanto.com 

Subject Response to questions from EPA for insect-protected comMON 89034 and MON 
89034 x MON 88017 and supplemental information for MRIDs 46951302, 
46951303,46951402, and 46951403 

EPA Petition Numbers 6F7142 and 6F7143 
EPA File Symbols: 524-LTA and 524-LTL 

Dear Dr. Reilly: 

This letter is in response to the Agency's request from April 23, 2007 to address questions 
pertaining to Monsanto's application for the registration of the plant-incorporated protectant 
BacilLus thuringiensis (Bt) CrylA.l 05 and Cry2Ab2 proteins and the genetic material necessary 
for their production in com products MON 89034 and MON 89034 x MON 88017. 

Responses to the Agency's questions are included in volume 2 of this submission. Supplemental 
information requested by the Agency for MRIDs 46951302, 46951303, 46951402, and 469~H93 
is provided in vohunes 3-6. This submission includes documents that have been classified .as 
'A'- non-confidential documents that can be released to the public, or 'B'- data subject to 'trie 
provisions of FIFRA Section I O(g) and therefore protected from disclosure tF lliU~tinatipnal, or 
foreign pesticide producers. A pdf file of documents classified as 'A' is inclu0::d w:Jh thiS'l!::It\::1-. 
Volumes 3 - 6 contain Standard Operating Procedures used in studies that w~r'e 'submitt?<'l'in 
support of the registration. Monsanto considers this information to be of a ~9P:}9..::titiveHl~tme 
because the methods described are components of an overall process established after Y~8-I;s> of 
refinement to most efficiently and effectively generate data on products for regulatO-,_:y,arld 
discovery work. " ', : , 



Dr S. Reilly 
May II, 2006 

Volume 

N/A 
1 

2 

3 

4 

5 

6 

Document 

Cover Letter 
Administrative Materials for Supplemental 
Information to Address EPA Questions Regarding 
Applications 524-LTL and 524-LTA to Register 
Insect-protected ComMON 89034 and MON 89034 x 
MON 88017 (!YIRID 46951400 and 46951300) 
Responses to EPA Questions Regarding Applications 
524-LTL and 524-LTA to Register Insect-protected 
ComMON 89034 and MON 89034 x MON 88017 
(MRID 46951400 and 46951300) 
Supplemental Information for MRID No. 46951302 
"Confirmation of the Integrity of ComMON 89034 x 
MON 88017 by Southern Blot Analysis" 
Supplemental Information for MRID No. 46951402 
"Amended Report for MSL-20072: Molecular 
Analy~is of ComMON 89034" 
Supplemental Information for MRID No. 46951303 
"Assessment of the CrylA.I05, Cry2Ab2, Cry3Bbl, 
and CP4 EPSPS Protein Levels in Selected Tissues of 
Insect-protected ComMON 89034 x MON 88017 
Produced in 2005 U.S. Field Trials" 

Supplemental Information for MRID No. 46951403 
"Assessment of the CrylA.l05 and Cry2Ab2 Protein 
Levels in Tissues of Insect-protected ComMON 
89034 Produced in 2005 U.S. Field Trials" 

Page2of2 

' Category Hard pdf. file for 
copy E-docket 

A .J .J 
A .J .J 

A .J .J 

B .J 

B .J 

B .J 

B .J 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (314-694-
3143). 

Sincerely, 

Natalia N. Bogdanova, D.V.M. 

cc: lvlike Mendelsohn, EP NOPP/BPPD 
Russell Schneider, Monsanto 
Monsanto Regulatory Files 
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LIST OF SUBMITTED DOCUMENTS 

Administrative Materials 

Volume 1. Administrative Materials for Supplemental Infonnation to Address EPA 
Questions Regarding Applications 524MLTL and 524-LTA to Register 
Insect-protected Corn MON 89034 and MON 89034 x MON 88017 
(MRID 4695I400 and 46951300) 

MRID Number ______________ _ 

Volume 2. Responses to EPA Questions Regarding Applications 524-LTL and 524-
LTA to Register Insect-protected Corn MON 89034 and MON 89034 x 
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MSL-20072: Molecular Analysis of ComMON 89034" 

MRID Number _____________ _ 
' ''' - ' ' " ' 

' ' 
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Volume6. Supplemental Information for MRID No. 46951403 "Assessment of the 
CrylA.lOS and Cry2Ab2 Protein Levels in Tissues of Insect-protected 
ComMON 89034 Produced in 2005 U.S. Field Trials" 
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Regulatory Affairs Manager 
(314) 694-3143 

Company Name: Monsanto Company 

Company Contact: Russell P. Schneider, Ph.D. 
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Please read instruclions on reverse before comoletJna form. Form Aooroved. OMB No. 2070-0060. Aooroval Ex ires 2-28-95 

~EPA 
United Slates 

Environmental Protection Agency 
Washington, DC 20460 

Application for Pesticide - Section I 

~ Registration 

D Amendment 

D Other 

OPP Identifier 

Number 

t. Company/Product Number 2. EPA Product Manager 

Shervl Reilly 
3. Proposed Classification 

File Symbol524-LTL and 524-LTA 

92 
I X I None D Restricted Company/Product (Name) 

MON 89034 and MON 89034 x MON 88017 
PM# 

5. Name and Address of Applicant (Include ZIP Code) 

Monsanto Company 
6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(B)(i), my 

product is similar or identical in composition and labe~ng to: 

1300 I (Eye) Street, N.W., Suite 450 East 
Washington, DC 20005 

EPA Reg. No. ---------------

D Check if this is a new address 

0 
I] 
c.J 

Amendment- Explain below. 

Resubmission in response to Agency letter dated 

Notification- Explain below. 

Product Name 

Section- II 

0 
0 
[g] 

Explanation: Use additional page(s) if necessary. (For Section I and Section II.) 

Final printed labels in response to 
Agency letter dated 

"Me Too" Application. 

Other- Explain below. 

Submission of supplemental information for MRIDs 46951300,46951302,46951303,46951400,46951402, and 46951403, 
to facilitate review of studies submitted for the registration ofMON 89034 and MON 89034 x MON 88017. 

Section - Ill 
. Material This Product Will Be Packa ed In: 

~Aild-Resistanl Packaging Unit Packaging 

Oves 

Water Soluble Packaging 2. Type of Container 

0Melal D v .. • 
D No 

* Certfficatfon must 
be submitted 

""- Location of Net Contenls Information 

__] Label D Container 

ONo 

If "Yes" No. per 
Unit Packaging wgt. Container 

Ov., 
ONo 

lf"'Yes" 
Package wgt 

4. Size(s} Retail Container 

6. Manner in Which Label is Affixed to Product D Lithograph 

0 Paper glued 

0 Stenciled 

Section -IV 

No. per 
Container 

0 Plastic 

0 Glass 

0 Paper 

0 Other 
(Sp•o"" 

5. Location of Label Directions 

DOn Label 

D On Labeling accompanying product 

D Other 
----------~------~ ' ' ~ . , , 

, ' ' . 
'--""h , - ' " ' 

1. Contact Point Com fete items direct/ below for identification of indlviduat lobe contacted, if necess , to rocess ltriY djipJicalion. , 

Name Title ' !T eldphone ;N,oi {!;;dude Area Code) 

Russell P. Schneider Director, Regulatory Affairs '· ~. ': (202) 383~2866 
~------~~~~~----~~~~~~~==~==~~-

Certification _ , I~.' bale Application 
I certify thai the statements I have made on this form and all attachments thereto are true, accurate and complete; ' ' ' , 
J acknowledge that any knowingly fatse or misleading statement may be punishable by ffne or imprisonment or ' • Received 

Co<eb~o=ffl~oo~d-'_'_~_P_li~ __ ,_~_~_w_, ______________________ -c'"efuc-----------------------------------'~ J~tamped) 
2. Signature ,... .~ --' 3. Title , , , 
~~ pt/r.y.r-/~~r.:- Regulatory Affairs Manager , , : 

! Typed Name 5. Date 

I 
Natalia N. Bogdanova Tel. (314)694-3143 May9, 2007 

EPA Form 8570-1 (Rev, 3-94) Prev1ous ediUons are obsolete. Wh1!e ·EPA File Copy (originaQ Yellow- Appl1cant Copy 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the 
burden to Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460. 
Do not send the com leted form to this address. 

Certification with Respect to Citation of Data 
Applicant'sfRegistrant's Name, Address, and Telephone Number: EPA Registration Number f File Symbol: 

Monsanto CompanY, 1300 l (Eye) Street, N.W., Washimrton, DC 2005 (202) 383-2866 524-LTL and 524-LT A 

Active tngredient(s) andfor representative test compound(s): 8. t Cry1A.1 05, Cry2Ab2, and Cry3Bb I Date: 
and the genetic material (vectors ZMIR245 and ZMIR39) necessary for their production in MON May 9, 2007 
89034 and MON 88017. 
General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: 

Terrestrial field crop MON 89034 and 

MON 89034 x MON 88017 

NOTE: If your product is a tOO% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this fonn. You must submit the Formulator's Exemption Statement-(EPA Fonn 8570-27): 

D I am responding loa Data-ca:~~ Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form 
should be used for this oumose . 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
t am using the cite-all method of support, and have included wijh I am using the selective method of support (or cite-all option under 

D this form a list of companies sent offers of compensation (the cgj the selective method), and have included with this form a 
Data Matrix Form should be used for this purpose). completed list of data requirements (the Data Matrix form must be 

used). 

Section II: GENERAL OFFER TO PAY 

D 
[Required if using the cite-all method or when using the c~e-all option under the selective method to satisfy one or more data requirements] 

I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application. to the extent required by FIFRA. 

Section Ill: CERTIFICATION 
I certffy that this application for registration, this fonn for reregistration, or this Oata-Call-1 n response '1s supported by all data subm"!tted or cited in 

the application for registration, the form for registration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective 
method is indicated in Section 1, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or 
an identical or substantially similar product, one or more of the ingredients in this product: and (2) is a type of data that would be required lo be submitted 
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or 
similar composition and uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data su'<l~ftt"ef pr that I have 
obtained the written permission of the original data submitter to cite that study. ' > " > 

• ''' 
I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (ill bclmlhe original data 

submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this app:ic-E:tb:J; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature: (e) I have notified in writing the comPa~y that ~ubmitted the study and 
have offered (i) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA:)Ijn,d, Oi} to com<r-en:n negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. • , , ' 

' , > ' 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compens'&tioJ•I and evidcmcZoef their delivery in 
accordance with sections 3(c)(1 )(F) andfor 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upur1 ~eqUest. Shoulsl I fail to produce 
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registr~!\OJI pf my product in 
conformity with FIFRA. ' ','' 

I certify that the statements t have made on this form and all attachments to it are true, accurate, and complete. t ~gJsno~tedge that any 
knowing!• false of misleading statement may be punishable by fine or imprisonment of both under the applicable law. , ,_' 

Signature Date Typed or Printed Name and Title 

./~v</;/ .At/~c~ May 9, 2007 Natalia N. Bogdanova, D.V.M. 
• Regulatory Affairs Manager 

EPA Form 8570 34 (9-97) Electron1c and Paper Versions ava1lable. Submit only Paper vers1on . . 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimale or any 
other aspect of this co!leclion of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinqlon, DC 20460. Do nol send the form to lhis address. 

DATA MATRIX 
Date: May 9, 2007 EPA Reg. No./File Symbol: 524-LTA and 524-LTL I Pagel of2 

Applicant's/Registranl's Name & Address: 
Monsanto Company, 1300 I (Eye) Street, N.W., Suite 450 East, Washington, D.C. 20005 Product MON 89034 and MON 89034 x MON 88017 

Ingredient Bacillus tlmringiensis Cry1A.105, Cry2Ab2, and Cry3Bbl and the genetic material necessary for its production (vectors ZMIR245 and ZMIR39) in MON 

89034 and MON 88017 

Guideline Reference Number Guideline Studv Name MRID Number Submitter Status Note 

Volume I. Administrative Materials for Supplemental 
lnfommtion to Address EPA Questions Regarding 
Applic3tions 524-L TL and 524-L T A to Register Insect-
protected Com MON 89034 3nd MON 89034 x MON 
880t7 MRJD 46951400 and 46951300) Monsanto Com anv OWN TI1is Submission 

Volume 2. Response to EPA Questions t{eg;lrding 
Applications 524-L TL and 524-LTA to Register Insect-
protected Com MON 89034 and MON 89034 x MON 
88017 (MRlD 46951400 and 4695t300) Monsanto Com\lMY OWN This Submission 

Volume 3. Supplememallnformalion for MRJD No. 
46951302 "Confirmation of the Integrity of ComMON 

885.1(00 89034 x MON 88017 bv Southern Blot Ana!vsis" Monsanto Como3ny OWN This Submission 

Volume 4. Supplemental Information for MRtD No. 
46951402 "Amended Repon for MSL-20072: Molecular 

885.1100 Anal sis of ComMON 89034" Monsanto Compan OWN This Submission 

Signature 
,_40,-/:;;:ec:': /r-' /~'""'""~ 

Name and Title Date 

Natalia N. Bogdanova, D.V.M. May 9, 2007 
"' ""' .?:::.. " • • 

Regulatory Affairs Manager ' .. - "--~--'·--· 
EPA Form 8570-35 "(9-gJ')"Eieclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washi!!.9_ton, D.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggeslions for reducing the burden to: Oireclor, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 
401 M Streel, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: May 9, 2007 I EPA Reg. No.!FIIe Symbol: 524-LTA and 524-LTL _[_ Page2 of2 
Applicant'sJRegistrant's Name & Add1ess: 
Monsanto Company, l300_J{:fjye) Street, N.W., Suite 450East, Washington, D.C. 20005 ! Producl: MON 89034 and MON 89034 x MON 88017 
lng1edient Bacillus flmringieusis Cry!A.l05, Cry2Ab2, and Cry3Bbl and the genetic material necessary for its production (vectors ZMIR245 and ZMIR39) in MON 
89034 and MON 88017 

Guideline Reference Number 

885.1100 

885.1100 

Guideline Study Name 
Volume 5. Supplemental Information for MRJD No. 
46951303 "Assessment of the Cry! A. t05, Cry2Ab2, 
Cry3Bbt, and CP4 EPSPS Protein Levels in Selected 
Tissues of Insect-protected ComMON 89034 x MON 
88017 Produced in 2005 U.S. Field Trials" 

Volume 6. Supplementallnfornmtion for MRJD No. 
46951403 "Assessment of the Cry I A.I05 and Cry2Ab2 
Protein Levels in Tissues of Insect-protected Com MON 
89034 Produced in 2005 U.S. Field Trials" 

- [ .. :. 
·- - ' .. 

MRID Number Submltter 

Monsamo Compa__!!i'__ 

Monsanto Compa__I!Y_ 

Signature Name and Title 
" _.f~~.P'"-~ +-C.::."<:'~ NataliaN.Bogdanova,D.V.M. 

Status Note 

OWN This Submission 

OWN This Submission 

D•te 
May 9, 2007 

" .(; " ~ ~ ~"' " • Re ulato Affairs Mana er 
EPA For~:rt857~l-3§ (9-97T'i2ieclt-oi;:;:ocioc,::i,1t;,.-,.;~,o,;.::· Cr Ye~· :,:,,:'":,:-:.,:,~il:,bcl:,.'sc,c;b:m:i;-1 o:,o,,::o.:,,:,:,",.::::ffi:io:,c. -----'--"'"""""'-'-"""""'-"'""'"""-;;Ag::::,n:c!::y;-t;:o;-to:,:n:,;;, u;;,:,:-;;c:o:p,::--------J 

··- w w •• • •• 
~ ~ • *" 
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response for reregistration 
other aspect of this collection of · 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

average 0.25 hours per response for registration activities and 0.25 hours per 
and completing the necessary forms. Send comments regarding the burden estimate or any 

·Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

! of2 

necessary 

This 

~_1;;-)L:.~~::/~ _.:;6__....-*"'?~~ 
~ w~ w-~ ~ ~~ D.V.M. May 9, 2007 

"~~ 
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Date: 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

per response for registration activities and 0.25 hours per 
the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 

burden to: Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 

D.C. 20005 Product: 

necessary 

of2 

Date 
May 9, 2007 ' -,~;:.,;;;.~;.;; ~....-;_A__....:-~-?&~~-

?~-- ~~ •·w~ /7' Natalia N. Bogdanova, D.V.M. 

~~~ 

~., 

~~. 
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UNITE )TATES ENVIRONMENTAL PROTECTIDr lENCY 

OPP Decision Numbers: 

Yong Gao 
Regulatory Affairs Manager 
Monsanto Company 
1300 I Street, NW 
Suite 450 East 

t Washington, DC 20005 

Dear Dr. Gao: 

DEC 1 9 2007 

D-371189 
D-371190 

Subject: MON89034 x MON 88017 (Cry1A.105, Cry2Ab2 and Cry3Bb1) Corn and 

MON89034 (Cry1A.105, and Cry2Ab2) Corn 

EPA Petition Numbers: 6F7142 and 6F7143 
EPA File Symbols: 524-LTA and 524-L TL 
Application Date: September 29, 2006 
EPA Receipt Date: September 29, 2006 

Your applications as submitted under the Pesticide Registration Improvement Act (PRIA) 
guaranteed you a regulatory decision for this action category (881 twice) by June 10, 2008. 

Our review of your public interest document is ongoing. Provided that we are able to 
determine the registration of these products would be in the public interest, that you make the 
following changes to your proposed insect resis1ance management (IRM) refuges, and that you 
drop the proposed popcorn use, the Agency will be able to continue processing your 
applications. 

If you choose not to modify the IRM refuge proposals and drop the popcorn use, the 
applications will be deemed incomplete. Within seventy~five (75) days, please indicate whether 
you will modify the IRM refuges and drop the popcorn use, and submit in writing a commitment 
to perform the required data listed below. 

The Agency is requesting the following revisions to your proposed IRM refuges. Please 
consult the enclosed data evaluation records for detailed information. 

CONCURRENCES 

SYMBOL ~ .Ji.tl,',,,,,,.,, ~~.~ .. ~ .. ~"""' .. 7,!.,1.1 .. \~t.· "'1f'i.L\ .. '" """"""""""' """"""""""' ................ ,.,., ...................... 
SURNAME (. ·r\f.i J:.) , ~ Vt 

DATE ' : ~ .. "FL/T~h'" ·?fuJ~;· "';';j;q" h~· """'""""""" """"""""""' """'""""""" """"(fij)" 
EPA Form 1320-1A (1190) . """" Printed on Recycled Paper OFFICIAL FILE COPY 

~ u.s. Go\..,rnment Printi.ng Omco: 2005 206-899 (moe) 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

OPP Decision Numbers: 

Yang Gao 
Regulatory Affairs Manager 
Monsanto Company 
1300 I Street, NW 
Suite 450 East 
Washington, DC 20005 

Dear Dr. Gao: 

DEC 1 9 2007 

D-37t189 
D-371190 

Subject: MON89034 x MON 88017 (Cry1A.105, Cry2Ab2 and Cry3Bb1) Corn and 

MON89034 (Cry1 A.1 05, and Cry2Ab2) Corn 

EPA Petition Numbers: 6F7142 and 6F7143 
EPA File Symbols: 524-LTA and 524-LTL 
Application Date: September 29, 2006 
EPA Receipt Date: September 29, 2006 

Your applications as submitted under the Pesticide Registration Improvement Act (PRIA) 
guaranteed you a regulatory decision for this action category (881 twice) by June tO, 2008. 

Our review of your public interest document is ongoing. Provided that we are able to 
determine the registration of these products would be in the public interest, that you make the 
following changes to your proposed insect resistance management (lAM) refuges, and that you 
drop the proposed popcorn use, the Agency will be able to continue processing your 
applications. 

If you choose not to modify the IRM refuge proposals and drop the popcorn use, the 
applications will be deemed incomplete. Within seventy-five (75) days, please indicate whether 
you will modify the IRM refuges and drop the popcorn use, and submit in writing a commitment 
to periorm the required data listed below. 

The Agency is requesting the following revisions to your proposed lRM refuges. Please 
consult the enclosed data evaluation records for detailed information. 

Internet Address (URL) • http://Vmw.epa.gov 
Recycled/Recyclable • Printed with Vegetable (_)il Ba~ed Inks on tOO% Po~tcon~umer, Process Chlorine Free Recycled Paper 
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REVISED IRM REFUGES 

MON 89034 field corn uses in the corn belt includinG the separate refuge tor 89034 x 
88017. 
(1) Pyramids can reduce the need for large refuges. Monsanto has proposed that a 5% 
structured refuge, rather than the current 20% structured refuge, be used with the field 
corn uses of MON 89034. However, Monsanto's data and modeling do not support a 
5% structured refuge for MON 89034 for field corn uses in the Corn Belt. A 20% 
structured refuge requirement for field corn uses of MON 89034 in the Corn Belt can be 
supported at the present time. 

(2) MON 89034 field com use in cotton~qrowinq areas. A 20% nori~Bt corn refuge for 
MON 89034 in the southern cotton-growing areas would be sufficient to manage the risk 
of resistance evolution to Bt corn and Bt cotton products assuming there is no cross~ 
resistance. Refer to sections (3) and (4) below. 

The following data deficiencies must be addressed post~registration to support a 
conditional registration with the above mentioned revised 20% non~Bt IRM refuges and no 
popcom use sites. 

DATA REQUIRED POST-REGISTRATION WITH REVISED IRM REFUGES 

(1) For event MON 89034 corn and event MON 89034 x MON 88017 corn, an 
independent lab validation of the analytical method for the detection of Cry2Ab2 and/or 
Cry1 A.1 05 is needed. 

(2) Freshwater aquatic invertebrates for MON 89034 (MRID 469514·17} 
The Daphnia magna study is unacceptable because the 48 hour test duration is not 
sufficient to show mortality for Bt toxins. It takes more than 48 hours for the target pests 
to succurnb to the Cry proteins therefore 48 hours is also too short to show mortality to 
Daphnia. A 21 day daphnia study, as outlined in the OPPTS Microbial Test Guidelines, 

) 

needs to be periormed. The study may be submitted as a condition of registration. ) 

(3) Monsanto did not address the likelihood of cross~resistance of Cry1A.105, Cry1Ac, 
Cry1 Fa, proteins already in existing Bt corn and Bt cotton products, and what impact 
such cross~ resistance would have on the durability of MON 89034. Monsanto must 
provide additional information on cross~ resistance of Cry1A.105 and Cry1 Fa and Cry1Ac 
(preferably including binding site models and use of resistant colonies) for the target 
pests and determine how such cross-resistance may impact the durability of MON 
89034. The Cry1A.105 protein is a chimeric protein consisting of Domains I and II and 
the C-terminus of Cry1Ac and Domain Ill of Cry1 Fa. It is important to address not only 
the likelihood of cross~resistance potential of Cry1A.105 and Cry1Ab and, similarly, 
Cry1A.105 and Cry2Ab2 (which was done by Monsanto), but also that of Cry1A.105 and 
Cry1Ac and Cry1 Fa. 

(4) Monsanto did not sufficiently address the cross-resistance of Cry1A.105, Cry1 Fa, 
and Cry1 Ac in the cotton~growing landscape and how cross~ resistance may impact the 
durability of MON 89034. Should cross~ resistance be of concern then the durability of 
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MON 89034 in the southern cotton~growing areas might be compromised. Monsanto 
needs to address this issue in subsequent simulation modeling. 

(5) Monsanto is reminded that to support the sweet corn use site, a grower guide must 
be distributed to all customers using seed containing the plan~incorporated protectant 
that will include instructions and recommendations regarding product use, insect 
resistance management and integrated pest management. The following information 
regarding commercial productions must be included in the Grower guide: 

• Crop destruction must occur no later than 30 days following harvest, but 
preferably with'ln 14 days. 

• The allowed crop destruction methods are rotary mowing, discing, or plow-down. 
Crop-destruction methods should destroy any surviving resistant insects. 

If Monsanto chooses to register their products with a 5% structured refuge the following 
additional data are required. 

DATA REQUIRED TO SUPPORT MON 89034 FIELD CORN USES IN THE CORN 
BELT WITH A 5% STRUCTURED REFUGE: 

Monsanto must address the uncertainties in the dose determination for ECB, SWCB, 
CEW, FAW (SS and RS mortality), cross-resistance likelihood of Cry1A.105, Cry1Ac, 
and Cry1 Fa and its impact on the durability of MON 89034, and limitations of the 
simulation modeling. Please also refer to the enclosed review for a full discussion of 
BPPD's analysis of the IRM plan for MON 89034. 

a) Dose determination. Monsanto relies on the Roush (199.8) model to support the 
need for a 5% structured refuge rather than a 20% structured refuge in the Corn Belt. 
Roush's model (1998; Figure 2) indicates that a 5% structured refuge is equal to or 
greater than a 20% structured refuge for a highly effective, high dose single-gene 
product when a two-gene product (MON 89034 in this case) achieves at least 95% 
control of susceptible homozygotes and 70% control of heterozygotes assuming there is 
no cross-resistance. The dose information provided by Monsanto is not sufficient to 
demonstrate that each protein will kill 95% of the homozygous susceptible insects and 
70% of the heterozygotes. BPPD recommends that Monsanto further investigate 
whether MON 89034 consistently has high mortality of susceptible homozygotes (>95%) 
and whether the heterozygote mortality is at least 70% for MON 89034 against the target 
pests (for the Corn Belt- ECB and SWCB). The 1998 SAP suggested several ways to 
estimate mortality for less susceptible larvae (i.e. heterozygotes) (EPA 1998). These 
techniques included testing larger, later instar larvae that may be less susceptible. 

b) Cross Resistance. Additional information is needed on cross-resistance of 
Cry1A.105 and Cry1 Fa and Cry1Ac (including binding site models and use of resistant 
colonies) for the target pests and a determination of how such cross-resistance may 
impact the durability of MON 89034. The Cry1A.105 protein is a chimeric protein 
consisting of Domains I and II and the C-terminus of Cry1 Ac and Domain Ill of Cry1 Fa. It 
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is important to address not only the likelihood of cross-resistance potential of Cry1A.105 
and Cry1Ab and, similarly, Cry1A.105 and Cry2Ab2 (which was done by Monsanto), but 
also that of Cry1A.105 and Cry1Ac and Cry1 Fa. 

c) Modeling. Additional species-specific (e.g, ECB and SWCB for the Corn Belt), 
spatially-explicit, landscape modeling is needed to explore the durability of MON 89034 
versus single-protein Bt corn products. Modeling should consider the impact of other Bt 
proteins in the landscape that may confer some cross-resistance (to Cry1 A.1 05, in 
particular) and how such cross-resistance would impact the durability of MON 89034 in 
the Corn Belt (i.e., the use of simulation modeling). This is analogous to the species
specific simulation modeling that EPA required Monsanto do to support the use of 
natural refuge (instead of a structured refuge) for management of H. virescens and H. 
zea to the Cry1 Ac and Cry2Ab2 proteins expressed in Bongard II cotton. 

If you do not modify your refuge proposals as described above, the application will be 
deemed deficient. 

Pursuant to 40 CFR 152.105, you are allowed 75 days from the date of this letter to 
provide a response concerning the deficiencies listed in this letter. Your response may include 
making corrections or additions to complete the application, or notifying the Agency of the date 
on which you expect to complete the application, or withdrawing your application. If you do not 
respond to this letter within 75 days or if you respond with a date on which you expect to 
complete the application but fail to meet that scheduled date, the Agency will treat the 
application as if you had withdrawn it. Withdrawal concludes the Agency's review of your 
application. Any subsequent submission of the same application must then be submitted as a 
new application with a new deadline for responding and subject to a new registration service 
fee. 

Based on the content and timing of your response, the PRIA date for these applications 
may need to be renegotiatied. Please contact Susanne Cerrelli of my staff at (703) 308-8077 
should you have any questions or wish to schedule a meeting. 

Sincerely, 

Qkf~i~~f --(..(J.'-1-' 

Microbial Pesticides Br_ ch 
Biopesticides and Pollution 
Prevention Division (7511 P) 

) 

) 



Brian 
Steinwand!DC/USEPA/ 
us 
12/1312007 10:44 AM 

To OPP BPPD MPB 

ee 

bee 

Subject Fw: Monsanto Corn Variety Genetically Engineered for 
Insect-Resistance derived from Transformation Event 
designated as MON 89034- The USDA Animal and Plant 
Health Inspection Service has announced the receipt of a 
Monsanto petition seeking a determination of nonregulated 
status for the variety- APHJS is seeking public comment" ... 
on whether this genetically engineered corn is or could be a 
plant pest ... " 

Monsanto Corn Variety Genetically Engineered for Insect-Resistance derived 
from Transformation Event designated as MON 89034- The USDA Animal and 
Plant Health Inspection Service has announced the receipt of a Monsanto 
petition seeking a determination of nonregulated status for the variety- APHIS 
is seeking public comment" ... on whether this genetically engineered corn is or 
could be a plant pest ... " 

Document Title: The title of the December 13, 2007 USDA APHIS Federal Register 
Notice is: "Monsanto Company; Availability of Petition and Environmental 
Assessment for Determination ofNonregulated Status for Com Genetically 
Engineered for Insect Resistance" 

Organization: USDA APHIS Biotechnology Regulatory Services 

Source: December 13, 2007 USDA APHIS Federal Register Notice 

Comments Due By: February 11, 2008 

Web site: The December 13,2007 APHIS Federal Register Notice is posted at 
htm://a257 .g.akamaitech.net/7 /257/2422/0 I jan2007!800/edocket.access.gpo. gov/200 
7/E7-24174.htm 

The petition and the environmental assessment are posted at 
http:l/www.aphis.usda.gov/brs/aphisdocs/06 2980lp.pdf 
and http://www.aphis.usda.gov/brs/aphisdocs/06 2980lp ea.pdf 

Contact: Questions may be directed to Dr. Robyn Rose, USDA APHIS 
Biotechnology Regulatory Services in Riverdale, Maryland at 30 I 734 0489; e-mail: 
Robyn.l.Rose@APHIS.USDA.gov 

Paper copies of the petition and environmental assessment are available from Cindy 
Eck at 301 734 0667; e-mail: Cvnthia.A.Eck@APHIS.USDA.gov 



Prepared by: This message was distributed by Jack Cooper, who may be reached at 
e-mail: jlc@fien.com or 301-384-8287 

This article (#3363) was distributed by e-mail on December 13, 2007 to those whose 
names are on the FIEN, LLC Subject Matter Distribution Lists for Biotechnology, 
Crop Protection, Grains, Risk Assessment and Communication 

) 

) 



Susanne: 

Zigfridas 
Vaituzis/DC/USEPAIUS 

11/26/200712:13AM 

To Susanne Cerrel!i/DC/USEPA/US@EPA 

cc Mike Mendelsohn/OC/USEPA/US@EPA 

bee 

Subject MON 89034 corn Sec1ion 3 

The only environmental effects 'deficiency' for MON 89034 com is below: 

ii. Freshwater aquatic invertebrates (469514-17) 

Conclusions/Recommendations: The Daphnia magna study is unacceptable 
because the 48 hour test duration is not sufficient to show mortality for Bt 
toxins. It takes more than 48 hours for the target pests to succumb to the Cry 
proteins therefore 48 hours is also tOo short to show mortality to Daphnia. A 21 
day daphnia study, as outlined in the OPPTS Microbial Test Guidelines, needs to 
be performed. The study may be submitted as a condition of registration. 

Susanne: you and Mike can decide when exactly this study needs to be submitted. 
One year seems reasonable to me. 

The rest of the DERs and the BRAD chapter with the risk assessments is done. I 
only need to go over it again to make several clarifications and update risk 
conclusions, especially for the aquatic invertebrates. No more "deficiencies" are 
forthcoming. 

[ zig.v] 



Please read instructions on reverse befOre comotetina form. Form Aooroved. OMB No. 2070·0060. Aooroval Ex ires 2-28-95 

~ 
Registration OPP Identifier 

&EPA 
United States Number 

Environmental Protection Agency Amendment 
Washington, DC 20460 D I-

Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

File Symbol524-LTL and 524-LTA Sheryl Reilly 
CompanytProduct (Name) PM# [8] None 0 Restricted 

MON 89034 and MON 89034 x MON 88017 92 
5. Name and Address of Appl'lcant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(8)(i}, my 

Monsanto Company p1oduct is similar or identical in composition and labeling to: 

1300 I (Eye) Street, N.W., Suite 450 East EPA Reg. No. 

Washington, DC 20005 
Product Name 0 Check if this is a new address 

Section -II 

D Amendment- Explain below. D Final printed labels in 1esponse to 
Agency letter dated 

'] Resubmission in response to Agency letter daled D "Me Too' Application. 

' r:gJ Ll Notification- Explain below. Other- Explain below. 

Explanation: Use additional page(s) it necessary. (For Section! and Section !L) 

Submission of the Public Interest Document Supporting Registration oflnsect-protected Com MON 89034 and MON 89034 x 
MON 88017 (EPA File 524-LTL and 524-LTA) 

Section - Ill 
1. Material This Product Will Be Packa ed In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

~ Yes• DYes DYes 
0Melal 

0 No 0No ONo 
D Plastic 

D Glass 
* Certification must lt"Yes" No. per If "Yes' No. per 0 Paper 
be submitted Unlt Packaging wgt. Container Package wgt. Container D other 

ISoedwl 

3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

.0 Label 0 Container 0 On Label 

[}on Labeling accompanying product 

6. Manner in Which Label is Affixed to Product bJ Lithograph 0 Other 

0 Paper glued 

0 Stenciled 

Section IV 
1. Contact Point Com tete items direclt below for identification of indiVidual to be contacted, if necessa , to rocess this a lfcation. 

Name Title J Telephone No. (tnclude Area Code) 

Russell P. Schneider Senior Director, Regulatory Affairs (202) 383-2866 
Certification 6. Date Appl'lcal'lon 

I cerlffy that the statements I have made on this fbrm and at! attachments thereto are frue, accurafe and complete. Received 
I acknowledge that any knowingly fatse or misleading stalement may be punfshable by fine or impn·sonment or 
both under apptfcable law. ' "' '(Stamped} 

2. SlgnaiU/e / .4/' 3. Title 

,A~~?/ · ,~c-~~ Regulatory Affairs Manager .. • " " 
' ' ''' 4. Typed Name 5. Date ' 

Natalia N. Bogdanova Tel. (314) 694-3143 November 12,2007 ' 

L " ' 
' 

. . . -EPA Form 8570 1 (Rev. 3 94) Prev1ous editions are obsolete. White EPA F1le Copy (or1gmal) Yellow Aprll~~-lt,qopy 

Monsanto Company 06-CR-172-5 Page 3 of6 



II~EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street1 S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the 
burden to Director, QPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 
Applicant's/Registrant's Name, Address, and Telephone Number: EPA Registration Number I File Symbol: 

Monsanto Company, 1300 I (Eve) Street, N.W., Washinoton, DC 2005 (202) 383-2866 524-LTL and 524-LTA 
' 

Active lngredient(s) and/or representative test compound(s): Bt Cry lA.! 05, Cry2Ab2 and Date: . '.' ., 
Cry3Bb I proteins and the genetic material (vectors ZMIR245 and ZMIR39) necessary for lheir November 12, 2007 ' ' I production in MON 89034 and MON 89034 x MON 88017 . " ' , 
General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: . ' '> > > ' , 

MON 89034 and ' . ' Terrestrial field crop ' ' . . , ., '' 
MON 89034 x MON'88017 

, ' , > ' ' ' ~ . 
NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on' ~'OU~ i.:bel, you tio not 

need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-2"7). , , • ! , , ' 

D I am responding to a Data-Call-in Notice, and have included with this form a list of companies sent offers of compensatjc..'r,'(Hie, Data Matrix form 
should be used for this purpose). " . 

"' ' Section 1: METHOD OF DATA SUPPORT (Check one method only) ' ' '' 
I am using the cite-all method of support, and have included with I am using the selective method of support {or cite-all option under 

0 this form a list of companies sent offers of compensation (the IS] the selective method), and have included with this form a 
Data Matrix Form should be used for this purpose). completed list of data requirements {the Data Matrix form must be 

used). 

Section II: GENERAL OFFER TO PAY 

D 
[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements] 

I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

Section Ill: CERTIFICATION 
t certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in 

the application for registration, the form for registration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective 
method is indicated in Section t, this application is supported by all data in the Agency's files that {1) concern the properties or effects of this product or 
an identical or substantially similar product, one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted 
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or 
similar composition and uses. 

t certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have 
obtained the written perm·lss·ron of the orig'mal data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: {a) I am the original data 
submitter; {b) t have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; (e) t have notified in writing the company that submitted the study and 
have offered {i) to pay compensation to the extent required by sections 3(c)(1){F) and/or 3(c)(2){B) of FIFRA; and {ii) to commence negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence ol their delivery in 
accordance with sections 3(c){1)(F) and/or 3{c){2)(8) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce 
such evidence to the Agency upon request. t understand that the Agency may initiate action to deny. cancel or suspend the registration of my product in 
conformity with FIFRA. 

t certify that the statements t have made on this form and all attachments to it are true, accurate, and complete. I acknowledge that any 
knowingly false of misleading statement may be punishable b'l fine or·rmprisonment of both under the applicable law. 

Signature Date Typed or Printed Name and Title 

!,_4~£ A'/ *..,+'"a-.<d~ November 12, 2007 Natalia N. Bogdanova, D.V.M. 

II Reou!atory Affairs Manager 

EPA Form 8570-34 {9-97) Electronic and Paper Versions available. Submit only Paper version. 

/j~; 
Monsanto Company 06-CR-172-5 Page 4 of 6 



&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WashinQton, D.C. 20460 
Paperwork Reduction Act Notice; The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other as peel of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division {2137), U.S. Environmental Proteclion Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the fonn to this address. 

DATA MATRIX 
Date: November 12,2007 EPA Reg. No./File Symbol: 524-LTL and 524-LTA 1 Page! of! 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 1300 I (Ey1;3) Street, N.W., Suite 450 East, Washing! on, D.C. 20005 Product: MON 89034 and MON 89034 x MON 88017 
Ingredient Bacilt1rs thuringiensis CrytA.I05, Cry2Ab2, and Cry3Bbl and the genetic material necessary for its production (vectors ZMIR245 and ZMIR39) in MON 89034 and MON 
88017 

Guideline Reference Number Guideline Stud Name MRID Number Submitter Status Note 
Volume I. Administrative Materials for the 
Submission of the Public Interest Document 
Supporting Registrat"1on of Badl!ns rhuring[e11s[s 
CrylA.I05, Cry2Ab2 and Cry3Bbl Proteins and 
the Genetic Material Necessary for Their 
Production in Insect-protected Corn MON 89034 
and MON 89034x MON 88017 (EPA Files 524-
L TL and 524-L T A) Monsanto Company OWN ll1is Submission 

Volume 2. Public Interest Document SuFf!oning 
Registration of Bacill1rs tlmringiensfs Cry! A.l 05, 
Cry2Ab2 and Cry3Bb I Proteins and the Genetic 
Mater"ml Necessary for Titeir Producf1on in Insect-
protected Corn MON 89034 and MON 89034 x 
MON 88017 (EPA Files 514-LTL and 524-LTA) Monsanto Company OWN This Submission 

Signamre /yi'£__?,? ~4~ ~£-r-£.,-r-7:-·;i'"'""'----""· 
Name and Title Date 
Natalia N. Bogdanova, D.V.M. November 12, 2007 
Regulatory Affairs Manager 

EPA Fonn 8570-35 (9-97) Electronic and Paper versions avail~biEll.'IS~ubmitynly P<tpe1 ver,;i_?<l. ..... Agency tnterna! Use Copy 

. . 

® Mon>Onto Compony 06-CR-172-5 Page5 of6 



~ 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

average 0.25 hours per response for registration activities and 0.25 hours per 
and completing the necessary forms. Send comments regarding the burden estimate or any 

burden to: Director, QPPE Information Management Division (2137), U.S. Environmental Prolection Agency, 

. No./File : 524-LTL and 524-LTA 1 or 1 

and Cry3Bbl and the for its production (vectors ZMIR245 and ZMJR39) in MON 

Signature 
"~/~~ o/~u~./':--: 

Name and Title 
Natalia N. Bogdanova, D.V.M. 

Affairs 

Date 
November 12,2007 

'"' 

Monsanto Company 06-CR-172-5 Page 6 of 6 



Pease read instructions on reverse be ore completing orm. ' ' Fo<m A .pproved. 0 MB No. 2070·0060. Approval Ex ires 2-28-95 

~ Registration OPP ldenlifier 

.&EPA 
United States Number 

Environmental Protection Agency D Amendment 
Washington, DC 20460 D Other 

Application for Pesticide Section I 
1. Company/Product Number 2. EPA Product Manager 3. P1oposed Classification 

File Symbol524-LTL and 524-LTA Sheryl Reilly 

CompanyfPJOduct (Name) PM# f X I None 0 Restricted 
MON 89034 andMON 89034xMON 88017 92 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(8)(i), my 

Monsanto Company product is similar or identical in composition and labeling to: 
1300 I (Eye) Street, N.W., Suite 450 East EPA Reg. No. 

Washington, DC 20005 
Product Name 

D Check if this is a new address 

Section -II 

D Amendment- Explain below. D Final printed labels in response to 
Agency letter dated 

J Resubmission in response to Agency letter dated D "Me Too' Appflcaflon. 

LJ Notification- Explain below. ~ Other- Explain below. 

Explanation: Use additional page(s) il necessary. (For Section land Section IL) 
Submission of the Public Interest Document SupJX>rting Registration oflnsect-protected Corn MON 89034 and MON 89034 x 
MON 88017 (EPA File 524-LTL and 524-LTA) ' ' 

Section - Ill """"' 
' 

1. Material This Product Will Be Packa ed tn: ' -• 0 ' ' • 

~--;ld-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type o/ Container 

DYes* Ov" Oves 
0Metal ' .. ~ ... 

' ' ' 
0 Plastic 

' ' ' ' D No DNo ONo ''' " ' "''''' 
0 Glass - ' ' - " 

* Cerlrficatfon must lf"Yes" No. pe1 lf"Yes" No. per 0 Pape1 
' ' " " ' , > • , 

be submitted Unit Packaging wgt. Container Package wgl. Container ' ' 
0 Other ' • ~ • > • 

(Spe~ifv i • ' ' 

' ' 
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

0 On Label -" ' 
_=} Label 0 Container - ' 

0 On Labeling accompan;i~g product 

6. Manner in Which Label is Affixed to Product !=J Uthog1aph 0 Other 

0 Paper glued 

0 Stenciled 

Section -IV 
1' Contact Point Complete ilems direcl/y below for iden/ificatfon of individual to be con/acted, if necessaty, to rocess this a /ication.) 

Name Title l Telephone No. (Include Area Code) 

Russell P. Schneider Senior Director, Regulatory Affairs (202) 383-2866 
Certification 6. Date Application 

1 cerlify fhet the statements 1 have made on this form and all aUachments thereto are /rue, accurate and complete. Received 
1 acknowledge /hal any knowingly false or misleading stalemen/ may be punishable by fine or imprisonmenl or 
both under applicable law. 

(Stamped) 
2, Signature 3, Title 

.... / "/2- y;;: Regulatory Affairs Manager .. 0-:~C:- ;x/ c]y-/~ ,:-?C--<~.--......--

4, Typed Name 5. Date 
Natalia N. Bogdanova Tel. (314) 690143 November 12, 2007 

.. EPA Fonn 8570-1 (Rev. 3·94) Prev1ous ed1tlons are obsolete. .. Wh1ta- EPA F1!e Copy (ong1nal) Yellow· Applicant Copy 

Monsanto Company Page 3 of6 



11 .&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W . 

II 

.... ~ 1 I UN, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and speciat review activities, induding nme for reading the instruct"lons and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the 
burden to Director, OPPE! Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC. 20460. 
Dooot >eodthe ' I Hocm to thi> 

Certification with o, 
Applicant's!Registrant's Name, Address, and Telephone Number: 

>C. • 1300 I (Eye) Street. N.W. . DC 2005 1?0?\ 

Active lngredient(s) and/or representative test compound(s): Bt Cry!k 105, Cry2Ab2 and 

Cry3Bb_l ~ i~·Mo~~;~;l:~:~~~t~~~3~v~c~~~~i~745 and ZMIR39) necessmy for their 

General Use Pattern(s) (list alt those claimed for this product using 40 CFR Part 158: 

Terrestrial field crop 

of Data 
EPA Registration Number f File Symbol: 

<?4-1 Tl, and 

Date: 

November 12, 2007 

Product Name: 

MON 89034 and 

MON '""'! 88017 

of another 
I 

EPA-registered product labeled for all the same uses on your label, you do not 

0 

0 

!(EPA . 

to a Data-Cal!-in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form 
i 

Section 1: METHOD OF DATA'" 
I am using the cite-all method of support, and have included with 
this form a !ist of companies sent offers of compensation (the 
Data Matrix Form should be used for this purpose). 

II: n 

one I only) 

I am using the selectiv:.:':.e~~~-~ ?_f ~ 
the selective method), and I 
"'"'.''"''' list of data requirements (the Data Matrix 
ooed). 

' ! TO PAY 
(Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or 

'' ' 

thereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent'required 

under 

the <

1 
i i 

1 11
,th;;,,;;,;;;, i i ~~::;',"' Ill~; '-'·; ,,'.?''!!'· ~:;,~::, 1 

i 
indicated_ ii1 Section 1, i is supported by all data in the Agency's files that (1) concern the t or 

an identical or substantially simila~~;o~d~u;~;.. one or more of !he ingredien!s in this product; and (2) is a type of data'lh I be required to be submitted 
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or 
similar composition and uses. 

! certify that for each exclusive use study cited in support of this registration or reregistration, that! am the original data submitter or that I have 
obtained the written permission of the original data submitter to cite that study. 

I certify tha! for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired fOr the study; (d) the study is in the public literature; (e) I have notified in writing the company that submitted the study and 
have offered (i) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(8) of FIFRA; and (ii) to commence negotiations to 
determine the amount and terms of compensation. if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)( t)(F) and/or 3(c)(2)(8) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce 
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in 
conformity with FIFRA. 

! certify that the statements! have made on this form and att attachments to it are true, accurate, and 

'91Y faioe of' I 1 be ' by fi< ' " i t of both ''" th; li 
. I acknowledge that any 

'law. 

Signature 

__.4/ .~/? <~__,-·,· .. - ·.-2- .. 

/ 

1(9·97) t r 000 I 

Monsanto Company 

Date 

November 12, 2007 

06-CR~172-5 

Typed or Printed Name and Title 

Natalia N. Bogdanova, D.V.M. 

I 'Affairs 

Page4of~ 



&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washil]gton, D.C. 20460 

Form Approved OMB No. 20i0·0060 

Paperwork Reduction Act Notice: The public reporting burden for !his colleclion of info1malion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary f01ms. Send comments regarding the burden estimate or any 
other aspect of this collection of infonnalion, including suggestions for reducing the burden to: Director, OPPE !nfonnalion Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington. DC 20460. Do nol send the fo1m to this address. 

DATA MATRIX 
Date: November 12, 2007 EPA Reg. NoJFile Symbol: 524-LTL and 524-LTA 1··Page t of I 

App!icanrs/Registranl's Name & Address: 
Monsanto Company, 1300 I(Eye) Street, N.W., Suite 450 East, Washington, D.C. 20005 Product MON 89034 and MON 89034 x MON 88017 
Ingredient 
88017 

Bacillus 1/lllril!giellsis Cry lA. !05, Cry2Ab2, and Cry3Bbt and !he genetic material necessary for its production (vectors ZM1R245 and ZM1R39) in MON 89034 and MON 

Guideline Reference Number 

Signuillre 

' 
,. __ _ ' -r:~-'-~ 

Guideline Study Name 
Volume I. Administrative Materials for the 
Submission of the Public Interest Document 
Supporting Registration of Bacillus tlmrillgiellsis 
Cry! A. lOS, Cly2Ab2 and Cry3Bb I Proteins and 
the Genetic Material Necessary for Their 
PI"Oduction in Insect-protected ComMON 89034 
and MON 89034 x MON 88017 (EPA Files 524-
LTL and 524-LTA) 

Volume 2. Public Interest Documeut Supp01ting 
Registration of Bacillus tlwringieusis Cry! A. 105, 
Cry2Ab2 and CJy3Bb 1 Proteins and the Genetic 
Material Necesstlly for Their Production in In-sect
protected ComMON 89034 and MON 89034 x 
MON 880!7 (EPA Files 514-LTL and 524-LTA) 

' ~ 
/ _.j/ ,-·;-;~ / ~- .. -

MRID Number 

EPA Fonn 8570-35 {9-97} Electronic and Paper versions ;.;waila?!e. Sub (;"lit o~I~•.Papec, ~ersior.-~ 

,,, 

Submitter 

Monsanto Compal!1___ 

Monsanto Co111pany 

Name and Title 
Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 

Status Note 

OWN This Submission 

OWN This S11bmission 

Date 
November 12,2007 

Agency Internal Use Copy 

~ Monsanto Company 06-CR-172-iw~ Page 5 of6 
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~ 

Form 

&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Pape!Work Reduction Act 
response for reregistration 
other aspect of this 

burden 

401 M Street, S.W. 

estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
and completing the necessary forms. Send comments regarding the burden estimate or any 

. Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 

EPA I of I 

Cry3Bbl and the genetic material necessary for its production (vectors ZMIR245 and 

Monsanto Company 

.• ./ / -~ ~ / ~~~-- ~-.··~- .,.~>"-'----.;:;--,. /- ,--.. ,"' '.!L/· .. -. ·-

(9-97) 

06-CR-172-s:~~ 
~ " 
" ~ 
• 

" "'"" 
~ " 

-~ 
~ . . 

Name and Title 
Natalia N. Bogdanova, D.V.M. November 12,2007 

Page 6 of6 



MONSANTO~-
VOLUME! 

Administrative Materials for the Submission of the Public Interest Document Supporting 
Registration of Bacillus thuringiensis CrylA.I05, Cry2Ab2 and Cry3Bbl Proteins and the 
Genetic Material Necessary for Their Production in Insect-protected Corn MON 89034 and 

MON 89034 x MON 88017 (EPA Files 524-LTL and 524-LTA) 

AUTHOR 

Natalia N. Bogdanova, D.V.M. - -) , ' , ' ' 
Regulatory Affairs Manager 

> •• > •• 

- - -- - -

Monsanto Company 

SUBMISSION DATE 

November 12, 2007 

SUBMITTING REGISTRANT 

Monsanto Company 
1300 I (Eye) Street, NW 

Suite 450 East 
Washington, DC 20005 

MONSANTO REFERENCE No. 

06-CR-172-5 

06-CR-172-5 

",) " ' ' .... 
- -

'' '' 

'' ' 
- ---
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Natalia N. Bogdmova, D.V.M. 
Regulatory Affoirs Manager 
(314) 694-3143 

MONSANTO 
imagine 

November 12, 2007 

Document Processing Desk (PETN) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

MONSANTO COMPANY 

800 NORTH LH'IOBERGH BLVD 

ST. LOUIS, MI5$0lJRI 6:;167 

http:/ jwww.mons~mo.com 

Subject: Public Interest Document Supporting Registration of Bacillus thuringiensis 
CrylA.l05, Cry2Ab2 and Cry3Bbl Proteins and the Genetic Material 
Necessary for Their Production in Insect-protected Corn MON 89034 and 
MON 89034 xMON 88017 (EPA Files 5f4-LTL and 524-LTA) 

!.;~_ 

Dear Dr. Reilly: 

On September 28, 2006 Monsanto submitted an application to register Bacillus 
thuringiensis CrylA.l05, Cry2Ab2 and Cry3Bbl proteins and the genetic material 
necessary for their production in insect~protected com MON 89034 and MON 89034 x 
MON 88017 (EPA Files ~-LTL and 524-LTA). On October 17, 2007 the Agency 
suggested that Monsanto sh5uld provide a Public Interest Document that would outline 
benefits of the products. We do so with the belief that because no new data required for 
registration is being submitted, the current PRIA date will not be impacted. 

This submission contains administrative materials and a Public Interest Document for 
MON 89034 and MON 89034 x MON 88017. These documents have been classified as 
"A" -non- confidential documents that can be released to the public. 

Should you require any additional information regarding this submission please feel free 
to contact Dr. Russell Schneider in our Washington office (202~383-2866) or me directly 
(314-694-3143). 

Sincerely, 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EPA/OPP/BPPD 
Russ Schneider, Monsanto 
Monsanto Regulatory Archives 

472797-0C 



LIST OF SUBMITTED DOCUMENTS 

Volume 1. Administrative Materials for the Submission of the Public Interest Document 
Supporting Registration of Bacillus thuringiensis CrylA.I05, Cry2Ab2 and 
Cry3Bbl Proteins and the Genetic Material Necessary for Their Production in 
Insect-protected ComMON 89034 and MON 89034 x MON 88017 (EPA 
Files 524-LTL and 524-LTA) 

MRID Number ______________ _ 

Volume 2. Public Interest Document Supporting Registration of Bacillus thuringiensis 
Cry I A. 105, Cry2Ab2 and Cry3Bb I Proteins and the Genetic Material 
Necessary for Their Production in Insect-protected ComMON 89034 and 
MON 89034 x MON 88017 (EPA Files 514-LTL and 524-LTA) 

MRID Number ___ __:4::7.::27:__9_7_0_1 _______ _ 

Company Official: 0~~ ~/a-<~~ 
Natalia N Bogdanova, D.V.M. 
Regulatory Affairs Manager 
(314) 694-3143 

Company Name: Monsanto Company 

Company Contact: Russell P. Schneider, Ph.D. 
Senior Director, Regulatory Affairs 
(202) 383-2866 

November 12 2007 
Date 



Mike, 

Steven 
KnottiDCIUSEPA/U 
s 
10/18/2007 08:06 
AM 

To Mike Mendelsohn/DC/USEPA/US@EPA 

cc 

Subject February Meeting 

We would like to publish the FR notice for the February meeting on November 14. Therefore, 
we'll need the key pieces of information from the profile sheet (title, abstract, areas of 
expertise necessary to address the charge) by about October 29. 

Please let me know if there are any questions regarding the profile. 

Thanks. 

Steve 

Steven M. Knott 
Executive Secretary 
FIFRA Scientific Advisory Panel 
202-564-0103 
knott.steven@epa.gov 



Sharlene 
Matten/OC/USEPA/US 

1 0!18/2007 11 :06 AM 

To Mike Mende!sohn/DC/USEPA/US@EPA 

cc Alan Reynolds/DC/USEPAIUS@EPA, Susanne 
Cerre!!i/DC/USEPAIUS@EPA 

boo 
Subject Re: Fw: February Meeting[§] 

I feel strongly that the science does not support Monsantds proposal to reduce the 20% 
structured refuge to 5% structured refuge for the Corn Belt without additional data. At this 
time, a SAP is not necessary. We can justify the current structured refuge requirements for 
the Corn Belt. It is also likely that we can justify changing the 50% structured refuge to 20% 
structured refuge for Bt corn grown in cotton-growing areas without going to a SAP. If and 
when Monsanto can send in additional data and modeling to support the5% structured 
refuge in 1he Corn Belt then we would likely to need a SAP-- the change to the structured 
refuge requirements is significant and the transparency of an external peer review is 
warranted. 

Sharlene 

Sharlene R. Matten, Ph.D. 
Biologist 
USEPAIOSCP (7502M) 
1200 Pennsylvania Ave., NW 
Washington D.C. 20460 
202-564-0130 

Mike Mendelsohn/DC/USEPA/US 

Mike 
Mende!sohn/DC/USEPA 
IUS 

10/18/200710:03 AM 

To Alan Reyno!ds/DC/USEPAJUS@EPA, Sharlene 
Matten/DC/USEPAJUS@EPA. Susanne 
Cerre!li/DC/USEPAJUS@EPA 

cc 

Subject Fw: February Meeting 

Alan and Sharlene, 

Any way we can make a final decision on whether we need an SAP at this time? Please 
advise. Thanks. 

Mike Mendelsohn 
Senior Regulatory Specialist 
Office of Pesticide Programs/ Biopesticides and Pollution 
Prevention Division (7511 P) 

U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue NW 
Washington DC 20460 
(703) 308-8715 
(703) 308-7026 (fax) 
http://www.epa.gov/pesticides/biopesticides 
-----Forwarded by Mike Mendelsohn/DC/USEPAJUS on 10/18/2007 10:02 AM----
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Sheryl-

Susanne 
Cerrelli/DC/USEPA/US 

07/25/2007 Ot:26 PM 

To Sheryl Reilly/DC/USEPAIUS@EPA 

cc Mike Mendelsohn/DC/USEPA/US@EPA, Rebecca 
Edelstein/DC/USEPAIUS@EPA, John 
Kough/DC/USEPAIUS@EPA, Sharlene 

bee Keith Matthews/OC/USEPA/US@EPA; Chris 
Kaczmarek/DC/USEPAIUS@EPA 

Subject Items for Thursday July 26, 2007 Biotech Agenda~ MON 
89034 

After speaking with Mike M. today we identified the following proposed Agenda items; 

(1) Janet communicated the need for an analytical method to detect Cry1A.105 (DNA 
based or protein based). This had been discussed at earlier biotech meeting and with 
Rebecca and John. Our understanding is that this method is needed to support tolerance 
petition. 

a) We would like to explain that the Cry 2Ab2 and Cry 1A.105 are both on the MON 89034 
insert. and the current registrations are specific for this MON 89034 vector in corn. 
The current available method would be adequate to detect the protein from these pending 
registrations. The proposed tolerance exemption is broad and will not be exclusive to corn, 
and we have no method for other crops 

b) Can Janet please conf1rm that we need to require this method? If so can it be issued as a 
condition of registration?, Or do we need the method before we can register these products? 

c) This decision concerning the method impacts the SAP date and PRIA date 

(2) Do we need to renegotiate the date based on this requiremenr? Other deficiencies were 
noted concerning sweet corn and pop-corn expresion data. 

{3) Update concerning SAP plan for Man 89034 IRM issues. 

The date we currently have {December 12~14) will not work: (a) Alan and Sharlene have a 
conflict 'm schedules (b) the conference rooms are booked, so we'd have to book Hotel. 

Steve Knotts conveyed that they try to avoid scheduling January and Feb SAPs because of 
snowfweather closings that can hit. Currently there is a Carbofuran meeting scheduled Early 
February. 

Steve mentioned the option of combining this SAP with another one, because we expect this 
to be short SAP. 

He needs at least 4 months notice as the FR needs to come out90 days before meeting and 
materials need to be prepared. 

we need to make a decision soon about whther we need meeting and when 

(4) Head's up@ changes in FR Notices of receipts for PIPs with stacked proteins. The 
notice that was prepared for Cry1A 105 was modified after OGC input to add mention of 
potential change of use pattern and mention the prior registered AI that is contained with the 
new protein. This is a change in how we have handled this before. OGC (Keith Mathews 
and Chris Kaczmarek) need to be available for any discussion. OGC stated we need to 
inform the public. 



(a) When does underlying registration require additional notices? 

(b) Here is the notice that should publish any day now. 

notice of receipt.pdf 
(c) Here is Keith Mathews explanation (email)- for background information below. 

Mike: I did do some digging and came up with actual written analysis on this topic. Granted 
this draft is from a few years ago, but, I'm ever more certain that my position on this topic has 
not changed over the years. 

I 
3c4·FA Question re Stack~4.bppd.wpd 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511 P) 

703-308-8077(w) 

) 

_) 



UNITED STATES ENVIRONMENTAl- PROTECTION AGENCY 

ENVIRONMENTAL PROTECTION AGENCY 

[EPA-HQ-OPP-2007-0208; FRL-8129-7] 

Pesticide Products; Registration Applications 
AGENCY: Environmental Protection Agency (EPA). 

ACTION: Notice. 

SUMMARY: This notice announces receipt of applications to register 
pesticide products that contain new active ingredients not included in 
any currently registered products and/or that entail a changed use 
pattern pu,suant to the provisions of section 3(c)(4) of the Federal 
Insecticide, Fungicide, and Rodenticide Act (FfFRA), as amended. 

DATES: Comments must be received on or before [insert date 30 days 
after date of publication in the Federal Register]. 

ADDRESSES: Submit your comments, identified by docket identification 
(!D) number EPA-HQ-OPP-2007-0208, by one of the following 
methods: 

• Federal eRulemaking Portal: http:/ /www.regulations.gov. Follow 
the on~line instructions for submitting comments. 

• Mail: Office of Pesticide Programs (OPP) Regulatory Public 
Docket (7502P), Environmental Protection Agency, 1200 Pennsylvania 
Ave., NW., Washington, DC 2046Q-0001. 

• Delivery: OPP Regulatory Public Docket (7502P), Environmental 
Protection Agency, Rm. S-4400, One Potomac Yard (South Bldg.), 2777 
S. Crystal Dr., Arlington, VA. Deliveries are only accepted during the 
Docket's normal hours of operation (8:30a.m. to 4 p.m., Monday 

· through Friday, excluding legal holidays). Special arrangements should 
be made for deliveries of boxed information. The Docket telephone 
number is (703) 305-5805. 

Instructions: Direct your comments to docket ID number EP A-HQ:
OPP-2007-0208. EPA's policy is that all comments received will be 
included in the docket without change and may be made available on· 
line at http://WM'i.regulations.gov, including any personal information 
provided, unless the comment includes information claimed to be 
Confidential Business information (CBI) or other information whose 
disclosUre is restricted by statute. Do not submit information that you 
consider to be CBI or otherwise protected through regulations.gov or 
e t'flail. Th.e FedefalregHlatio~~·gov .'"'a&fJ~R~lNe~''anonymaus access'' 

SYMBOL. ~ .. j}tii:'.A "·· J9L~--~···· .]5H\, ... ... 1?..Uf. ....................................................................... ······················ 
SURNAME,. q :nn:. ?\ , o. ~ l.U,. "'·'()~(}) o_ -,~.. . -· 
OAT< ~ ··r.· ii()ifT Tfiii~·7····· -~{ -~~l(J::;· ·--~~······ ..................... ····················· ····················· ········firl) 
EPA Fonn 1320--1A (1/90) OFFICIAL FILE COPY 

~- ' -

0 U.S. G<>~en! Pnnung Offi"'" 2000 200-Il9ll {mo•) . . ... 



ENVIRONMENTAL PROTECTION AGENCY 

[EPA-HG-OPP-2007~208; FRL-8129-7] 

Pesticide Products; Registration Applications 
AGENCY; Environmental Protection Agency (EPA). 

ACTION: Notice. 

SUMMARY: This notice announces receipt of applications to register 
pesticide products that contain new active ingredients not included in 
any currently registered products and/or that entail a changed use 
pattern pu,suant to the provisions of section 3(c)(4) of the Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended. 

DATES: Comments must be received on or before [insert date 30 days 
after date of publication in the Federal Register]. 

ADDRESSES: Submit your comments, identified by docket identification 
(!D) number EPA-HQ-OPP-2007-0208, by one of the following 
methods: 

• Federal eRulemaking Portal: http://www.regulations.gov. Follow 
the on-line instructions for submitting comments. 

• Mail: Office of Pesticide Programs (OPP) Regulatory Public 
Docket (7502P), Environmental Protection Agency, 1200 Pennsylvania 
Ave., NW., Washington, DC 20460-0001. 

• Delivery. OPP Regulatory Public Docket (7502P), Environmental 
Protection Agency, Rm. S-4400, One Potomac Yard (South Bldg.), 2777 
S. Crystal Dr., Arlington, VA. Deliveries are only accepted during the 
Docket's normal hours of operation (8:30a.m. to 4 p.m., Monday 
through Friday, excluding legal holidays). Special arrangements should 
be made for deliveries of boxed information. The Docket telephone 
number is (703) 305-5805. 

Instructions: Direct your comments to docket ID number EPA-HQ:
OPP-2007--{)208. EPA's policy is that all comments received will be 
included in the docket without change and may be made available on
line at http:! !www.regulations.gov, including any personal information 
provided, unless the comment includes information claimed to be 
Confidential Business Information (CBI) or other information whose 
disclosure is restricted by statute. Do not submit information that you 
consider to be CBI or otherwise protected through regulations.gov or 
e-maiL The Federal regulations.gov website is an "anonymous access" 
system, which means EPA will not know your identity or contact 
information unless you provide it in the body of your comment. If you 
send an e-mail comment directly to EPA without going through 
reguiations.gov, your e-maii address wiii be automaticaiiy captured and 

) 
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included as part of the comment that is placed in the docket and made 
available on the Internet. If you submit an electronic comment, EPA 
recommends that you include your name and other contact information 
in the body of your comment and with any disk or CD-ROM you submit. 
If EPA cannot read your comment due to technical difficulties and 
cannot contact you for clarification, EPA may not be able to consider· 
your comment. Electronic files should avoid the use of special 
characters, any form of encryption, and be free of any defects or viruses. 

Docket: All documents in the docket are listed in the docket index 
available in regulations.gov. To access the electronic docket, go to http:/ 
/www.regulations.gov, select "Advanced Search," then "Docket 
Search." Insert the docket ID number where indicated and select the 
"Submit" button. Follow the instructions on the regulations.gov web 
site to view the docket index or access available documents. Although 
listed in the index, some information is not publicly available, e.g., CBI 
or other information whose disclosure is restricted by statute. Certain 
other material, such as copyrighted material, is not placed on the 
Internet and will be publicly available only in hard copy form. Publicly 
available docket materials are aVailable either in the electronic docket 
at http://www.regulations.gov, or, if only available in hard copy, at the 
OPP Regulatory Public Docket in Rm. S-4400, One Potomac Yard (South 
Bldg.), 2777 S. Crystal Dr., Arlington, VA. The hours of operation of 
this Docket Facility are from 8:30a.m. to 4 p.m., Monday through 
Friday, excluding legal holidays. The Docket telephone number is (703) 
305-5805. 

FOR FURTHER INFORMATION CONTACT: Susanne Cerrelli, Biopesticides and 
Pollution Prevention Division (7511P), Office of Pesticide Programs, 
Environmental Protection Agency, 1200 Pennsylvania Ave., NW., 
Washington, DC 20460-0001; telephone number: (703) 308-8077; e
mail address: cerrelli.susanne@epa.gov. 

SUPPLEMENTARY INFORMATION: 

I. General Information 

A. Does this Action Apply to Me? 

You may be potentially affected by this action if you are an 
~gricultural producer, food· manufacturer, or pesticide manufacturer. 
Potentially affected entities may include, but are not limited to: 

• Crop production (NAICS code 111). 

• Animal production (NAICS code 112). 

• Food manufacturing (NAICS code 311). 

• Pesticide manufacturing (NAICS code 32532). 
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This listing is not intended to be exhaustive, but rather provides 
a guide for readers regarding entities likely to be affected by this action. 
Other types of entities not listed in this unit could also he affected. 
The North American Industrial Classification System (NAICS) codes 
have been provided to assist you and others in determining :whether 
this action might apply to certain entities. To determine whether you 
or your business may be affected by this action. you should carefully 
examine the applicability provisions If you have any questions 
regarding the applicability of this action to a particular entity, consult 
the person listed under FOR FURTHER INFORMATION CONTACT. 

B. What Should I Consider as I Prepare My Comments for EPA? 
1. Submitting CBI. Do not submit this information to EPA through 

regulations.gov or e-mail. Clearly mark the part or all of the information 
that you claim to be CBI. .For CBI information in a disk or CD ROM 
that you mail to EPA, mark the outside of the disk or CD ROM as CBI 
and then identify electronically within the disk or CD ROM the specific 
information that is claimed as CBI. In addition to one complete version 
of the comment that includes information claimed as CBI, a copy of 
the comment that does not contain the information claimed as CBI must 
be submitted for inclusion in the public docket. Information so marked 
will not be disclosed except in accordance with procedures set forth 
in 40 CFR part 2. 

2. Tips for preparing your comments. When submitting comments, 
remember to: 

i. Identify the document by docket ID number and other identifying 
information (subject heading, Federal Register date and page number). 

ii. Follow directions. The Agency may ask you to respond to 
specific questions or organize comments by referencing a Code of 
Federal Regulations (CFR) part or section number. 

iii. Explain why you agree or disagree; suggest alternatives and 
substitute language for your requested changes. 

iv. Describe any assumptions and provide any technical 
information and/or data that you used. 

v. If you estimate potentia!' costs or burdens, explain how you 
arrived at your estimate in sufficient detail to allow for it to be 
reproduced. 

vi. Provide specific examples to illustrate your concerns and 
suggest alternatives. 

vii. Explain your views as clearly as possible, avoiding the use of 
profanity or personal threats. 

viii. Make sure to submit your comments by the comment period 
deadline identified. 

) 

) 
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II. Registration Applications 
EPA received applications as follows to register pesticide products 

that contain active ingredients not included in any previously registered 
products and/or that entail a changed use pattern pursuant to the 
provision of section 3(c)(4) of FIFRA. Notice of receipt of these 
applications does not imply a decision by the Agency on the 
applications. 

Products Containing Active Ingredients not Included in any Previously 
Registered Products and/or Products for Which a Changed Use Pattern 
is Proposed 

1. File Symbol: 524-LTL. Applicant: Monsanto Company, 800 N. 
Lindberg Blvd., St. Louis, MO 63167. Product nome: MON 89034. 
Product type: Plant-Incorporated Protectant. Active ingredients: Bacillus 
thuringiensis Cry1A.105 protein and the genetic material necessary for 
its production (Vector ZMIR 245) in event MON 89034 com (OECD 
Unique Identifier: MON-89034-3) and Bacillus thuringiensis Cry2Ab2 
protein and the genetic material necessary for its production (Vector 
ZMIR 245) in event MON 89034 com (OECD Unique Identifier: MON-
89034-3). Proposal classification/Use: None. 

2. File Symbol: 524-LTA. Applicant: Monsanto Company, 800 N. 
Lindberg Blvd., St. Louis, MO 63167. Product nome: MON 89034 x 
MON 88017. Product type: Plant-Incorporated Protectant. Active 
ingredients: Bacillus thuringiensis Cry1A.105 protein and the genetic 
material necessary for its production (Vector ZMIR 245) in event MON 
89034 com (OECD Unique Identifier: MON-89034-3), Bacillus 
thuringiensis Cry2Ab2 protein and the genetic inaterial necessary for 
its production (Vector ZMIR 245) in event MON 89034 corn (OECD 
Unique Identifier: MON-89034-3) and the previously registered active 
ingredient Bacillus thuringiensis Cry3Bb1 protein and the genetic 
material (Vector ZMIR 39) necessary for its production in event MON 
88017 corn (OECD Unique Identifier: MON-88017-3). Proposal 
classification/Use: None. 
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List of Subjects 
Environmental protection, Pesticides and pest. 

nated: __ _:_z l;.r./ c? 

eiap~ !Lt.A~b/ 
Director, Biopesticides and Pollution Prevention Division, Office of Pesticide 
Programs. 

[FR Doc. 07-????? Filed ??-??-07~ 8:45am] 
BILLING CODE 6560--50-S 

) 
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For purposes of this discussion, we are applying the t74.3 definilion of the term 
"active ingredient," in the FIFRA section 3(c)(4) analysis. Also, EPA's practice when two 
applications tor the same a.i. have come in at around the same time is also instruclive. 
It is our current understanding that, in such cases, EPA publishes a second 3(c)(4} 
nolice for the later-in-time application. 

Second, stacked or pyramided products are also likely to resun in "significant 
increase[s] in the level ol exposure" to the active ingredient. For example, wijh respect 
to the application discussed in Background above, the stacked a clive ingredients, which 
previously would have been applied by growers seeking to destroy, repel, or mitigate 
separately ECB and CAW - but not both at the same time - now will be available to 
growers seeking to destroy, repel, or mitigate either or both pests. This appears, as a 
matter of fact, almost certain to result in significant increases in the level of exposure to 
each aclive ingredient. 

Third, EPA should consider that tailing to publish a Section 3(c)(4) notice tor an 

~~ 

application tor a stacked or pyramided product could resun in negative implications lor 
EPA making a NEPA functional equivalency argument should NEPA claims be raised in 
a IHigation on such a registration as there will be no public participation phase during the 
decision making process. 

With respect to the question of whether EPA is required to publish a 3(c)(4) 
notice if an act'1ve ingredient included in a stack or pyramid has previously been noticed, 
but not registered, there is an additional reason for publishing another 3(c)(4) notice tor 
the pyramided or stacked product. It is our understanding that EPA has published 
notices on these second-in-time applications in the past under such circumstances. If 
this is indeed the case, then EPA has essenlially interpreted a second-in-time 
application of a not-yet-registered active ingredient as a "new active ingredienf' tor 
purposes of section 3(c)(4). Therelore, under its own interpretation, EPA should publish 
a notice tor the second-in-time pyramided/stacked PIP. BPPD: [Is this 'publish the 
second in time' practice uniform? If not, it might represent a voluntary practice 
and not an Interpretation of what we are required to do] (Note: My understanding 
is that the practice is uniform, but I am not sure.) 

Regarding whether conlidential business information {CB!) concerns impinge on 
this discussion, we note that secuon 10(b) of FIFRA provides that EPA shall not make 
public inlorrnation that, in EPA's judgment, "contains or relates to trade secrets or 
commercial or financial info~mation obtained from a person and privileged or 
contidential." To our knowledge, QPP has not made a detennlnation that an application 
tor registration of a product containing an active ingredient present in previously 
registered products constitutes inlorrnation that should be aflorded confidential 
treatment. Moreover, EPA makes clear at section 174.9 that the Agency expects CBI 
claims for plant-incorporated protectant products to be minimized to the extent possible. 
Where an applicant wishes to request CBI treatment tor a submission related to a plant
incorporated protectant, that request must accompany the submission to EPA. Failure 
to include a request tor CBI treatment at the time of submission constitutes a waiver of 
such treatment for all inlo~mation submitted at that time. 40 C.F.R. § t74.9(a). Thus, to 
the extent an applicant for registration ot a stacked or pyramided product has not 
requested CBI treatment for specific data or information concurrent with the submission 
of the application, such applicant has waived the opportunny for confidential treatment 
of data or informalion associated with such application. 

Conclusion 
In sum, based on EPA's sialutory authority, the specific regulations applicable to 

plant-incorporated protectants, and EPA's past practices, it appears that it would likely 
be most appropriate for EPA to publish a 3(c)(4) notice announcing receipt of a product 
in which plant-incorporated protectant active ingredients are siacked or pyramided -
notwithstanding the registration status of the active ingredients or whether both active 
ingredients have been previously the subject of a 3(c)(4) notice for another pesticide 
product. In mast some cases ij Is likely that the stacked or pyramided product will 
contain a "new active lngred1enf' under the new PIP rule. In addHion, His f1kely that 
such a product will "entail a changed use pattern" as that is detined in the Part t52 

--------





Forgot the attachment SRM 

Sharlene R. Matten, Ph.D. 
Biologist 
USEPA!OPP/BPPD (7511 P) 
1200 Pennsylvania Ave., NW 
Washington D.C. 20460 
703-605-0514 

To Alan Reyno!ds/DC/USEPAIUS@EPA, Susanne 
Cerre!!i/DCIUSEPAIUS@EPA 

cc 

boo 

Subject Attachments: MON 89034: !RM and Benefits studies plus 
comments on Public Interest Finding, sweet com and 
popcorn uses 

-----Forwarded by Sharlene Matten/DC/USEPA/US on 07/23/2007 02:51PM ----

To: Susanne Cerretn/DC/USEPA/US@EPA, Alan Reynolds/DC/USEPA/US@EPA 
From: Sharlene Matten/DC/USEPAIUS 
Date: 07/23/2007 02:46PM 
Subject: MON 89034: IRM and Benefits studies plus comments on Public Interest Finding, 
sweet corn and popcorn uses 

Susanne- I extracted, from an earlier table you sent to me, all of the IRM and efficacy and 
insect spectrum studies that Alan and I are reyiewing. We are doing the IRM Plan review 
together. I am doing all of the efficacy and insect spectrum studies. I did not have all of the 
Submission information in all cases. 

I do not have any document that would be used to make a Public Interest Finding should 
there be a conditional registrationunder 3(c)7(C). I would not assume that registration of 
MON 89034 witt be an uncondiflonal3(c)5 registration; therefore, we need to make a Publ"lc 
Interest Finding and have a document from Monsanto that gives us the appropriate 
information to make such a finding. 

In addition, we do not have sufficient information (expression and activity) to complete an 
IRM assessment for sweet corn. We have no information on popcorn. My recommendation 
is that Monsanto withdrawal both the sweet corn and popCorn uses until such information 
can be generated and submitted to EPA to support these uses 

Sharlene 
Sharlene R. Matten, Ph.D. 
Biologist 
USEPAIOPP/BPPD (7511 P) 
1200 Pennsylvania Ave., NW 
Washington D.C. 20460 
703-605-0514 

~ 
!RM and 8eneM tludies.doc 
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IRM and Benefit Studies for MON 89034 
SRM 46951304 B Camp, R.; Uffman, J.; Vaughan, T.; et. , 

a!. (2006) An Evaluation of the Insect 
Bioefficacy of Combined Trait Products 
Produced Through Conventional 
Breeding: MON 89034 x NK603 and 
MON 89034 x MON 88017. Project 
Number: 06/01/50/02, MSU20336. 
Unpublished study prepared by 
Monsanto Company. 24 p. 

SRM 46951413 B Macrae, T.; Brown, C.; Levine, S. 
(2006) Spectrum oflnsecticidal Activity 
of Bacillus thuringiensis CrylA.l 05 
Protein. Project Number: 04/01/39/27, 
MSU20230. Unpublished study 
prepared by Monsanto Company. 18 p. 

SRM 46951414 B Macrae, T.; Brown, C.; Levine, S. 
(2006) Spectrum oflnsecticidal Activity 
of Bacillus thuringensis Cry2Ab2 
Protein. Project Number: 05/01162/07, 
MSU20229. Unpublished study 
prepared by Monsanto Company. 17 o. 

SRM S799762 4695!415 B Headrick, J.; Heredia, 0.; Oyediran, I.; 
et. a!. (2006) Assessment of the 
Efficacy of Lepidopteran-protected 
ComMON 89034 and MON 89597 
Against Major Insect Pest in the United 
States, Puerto Rico and Argentina 
During 2003-2004 Seasons. Project 
Number: 05/RA/39/05. Unpublished 
study prepared by Monsanto Company. 
18 p. 

ARand S799762 4695!430 B Head, G. (2006) Insect Resistance 
SRM Management Plan for Second 

Generation Lepidopteran-Protected 
Com, MON 89034. Project Number: 
06/RA/39/06. Unpublished study 

I prepared by Monsanto Company. 98 p. 
SRM 47079400 A(has Monsanto Co. (2007) Submission of 

CSF Efficacy Data in Support of the 
classified Application for Registration ofMON 
C) 89034 X 88017. Transmittal of2 



Studies. 
SRM S799763 469513- B Head, G. (2006) Insect Resistance 

06 Management Plan for the Combined 
Trait Product MON 89034 X MON 
88017. Unpublished study prepared by 
Monsanto Comoanv. 18o. 

SRM 470794- B Headrick et al. (2006). Assessment of 
03 the Efficacy of Insect-protected Com 

MON 89034, MON 89034 X NK 603, 
and MON 89034 X MON 88017 
Against Major Pests in the Field Trails 
Conducted in the U.S. During 2005 
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Sharlene 
Matten/DC/USEPA!US 

07/16/2007 04:06PM 

To Susanne Cerre!!i/DC/USEPA/US@EPA 

cc Alan Reyno!ds/DC/USEPA!US@EPA 

bee 

Subject Found a bit of bridging for sweet corn -sweet corn still 
deficient 

MRID 470794-02, p. 12, has a paragraph comparing the expression levels of the Cry1A105 
and Cry2Ab2 proteins in leaf tissues collected from MON 89034 sweet corn growin in Hawaii 
during 2007 to the levels previously reported for MON 89034 field corn grown In the Mainland 
U.S. (MRID 469514~03). The field corn data is represented for several local ions while the 
sweet corn data is represented by one location in Hawaii (a suitable commercial source?). 
Additional sweet corn expression data and efficacy data are needed to support the sweet 
corn use. 

There is no popcorn data of any kind. 
Sharlene R. Matten, Ph.D. 
Biologist 
USEPNOPP/BPPD (7511P) 
1200 Pennsylvania Ave., NW 
Washington D.C. 20460 
703-605-0514 



Sharlene 
Matten/DC/USEPA/US 

07/tB/2007 02:18PM 

Sheryl and Mike: 

To Mike Mendelsohn/DC/USEPA/US@EPA, Sheryl 
Reilly/DC/USEPAIUS@EPA, Alan 
Reynolds/DC/USEPAIUS@EPA, Janet 

cc 

bee 

Subject Information to consider Re: MON 89034 & Possible SAP
Conversation with Steve Knott 

Alan and I are scheduled to Lead a Symposium that we co-organized at the Annaul 
Entomological Society of America meeting December 9-12,2007 at the Town and Country 
Resort and Convention Center in San Diego, California. 

One of us needs to make sure we are in San Diego as we co-organized this symposium on 
Bt crop resistance monitoring (10 speakers- we are in one of the Big Section Symposia so 
we should get a lot offolks attending). We do not know yet when this symposium will be 
scheduled during that week. We can make a plea with the Organizing Chair for our 
Symposium to placed Dec 9, 10, or 11 as I have been in contact with him several times over 
the past few months. 

However, for planning purposes, we are safe with Dec. 13 and 14th. Please advise. 

Thank you. 

Sharlene 

Sharlene R. Matten, Ph.D. 
Biologist 
USEPNOPP/BPPD (7511P) 
1200 Pennsylvania Ave., NW 
Washington D.C. 20460 
703-605-0514 

---Forwarded by Sharlene Matten/DC/USEPA/US on 07/16/2007 02:14PM---

To: Mike MendelsohnJDC/USEPA/US@EPA 
From: Steven Knott/DC/USEPA/US 
Date: 07/16/2007 01:27PM 
cc: Alan Reynolds/DC/USEPA/US@EPA, Janet Andersen/DC/USEPA/US@EPA, Sharlene 
Matten/DC/USEPNUS@EPA. Sheryl Reilly/DC/USEPNUS@EPA, Susanne 
Cerrelli/DC/USEPNUS@EPA 
Subject: Re: MON 89034 & Possible SAP- Conversation with Steve Knott 

Mike, 

It appears we may be able to accommodate this topic December12-14, 2007. We could 
start ·in the afternoon of the 12th, proceed through the 13th and part of the 14th (if needed). 
If you are interested in proceeding, please complete the attached profile sheet and return it 
to us by August 17. 

Thanks. 



Steve 

Steven M. Knott 
Executive Secretary 
F!FRA Scientific Advisory Panel 
202-564-0103 
knott.steven@epa.gov 

Mike, 

At this point. it appears that November will not be feasible. I'll proceed with exploring 
options for December. I'll let you know as soon as I have any further information. 

Thanks. 

Steve 

Steven M. Knott 
Executive Secretary 
FIFRA Scientific Advisory Panel 
202-564-0103 
knott.steven@epa.gov 

Mike Mendelsohn/DC/USEPAIUS 
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ToSheryl Reilly/DC/USEPA!US@EPA, Alan 
Reynolds/DC/USEP AIUS@EP A, Susanne 
Cerrelli/DC/USEPAIUS@EPA 

ccJanet Andersen/DC!USEP AIUS@EP A, Sharlene 
Matten/DC/USEP AIUS@EPA, Steven 
Knott!DC!USEP A/US@EPA 

~/ SubjectMON 89034 & Possible SAP- Conversation with Steve 
Knott u 
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Sheryl, 

07 
04 ,, 
2 
p 
M 

Per your guidance, I talked with Steve Knott about SAP dates and a letter SAP for IRM 
issues surrounding MON 89034. I told Steve it was possible that we may not need the SAP, 
but that if so, it would probably be 1 day. Given the limited scope and time requirements, he 
said he may have a date in November (1116) and that he would get back to me in about a 
week. He also said that if they did a November day that they would schedule2 days as a 
buffer. 

We also discussed the letter SAP option. Steve said that the letter SAP is really a letter peer 
review and not a SAP. This letter peer review is handled by the affected division (BPPD) 
with support from OSCP's SAP office. I'll update you when I hear tram Steve. 

Regards, 

Mike Mendelsohn 
Senior Regulatory Specialist 
Office of Pesticide Programs} Biopesticides and Pollution 
Prevention Division (7511 P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue NW 
Washington DC 20460 
(703) 308-8715 
(703) 308-7026 (fax) 
http:ffwww.epa.aov/pesticidesfbiopesticides 

~ 
Profile sheeLdoc 
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Sharlene 
Manen/DC/USEPA/US 

04/20/2007 08:26 AM 

one row-

469513 B 
06 

Sharlene R. Matten, Ph.D. 
Biologist 
USEPA/OPP/BPPD (7511 P) 
1200 Pennsylvania Ave., NW 
Washington D.C. 20460 
703-605-0514 

To Susanne Cerrelli/DC/USEPA/US@EPA 

cc Alan Reynolds/DC/USEPA/US@EPA 

bee 

Subject Re: Today's meeting@ MON89034 xmon 880t7; and MON 
89034 -follow-up~ 

Head, G. (2006) Insect Resistance Management Plan 
for the Combined Trait Product MOON 89034 x MON 
88017. Project Number: 06/RA/50/03. Unpublished 
study prepared by Monsanto Company. 18 p. 

---Susanne Cerre!ll/DC/USEPA/US wrote:----

To: Mika Hunter/DC/USEPA/US@EPA, Rebecca Edelstein/DC/USEPAJUS@EPA, Tessa 
Milofsky/DC/USEPA/US@EPA, Alan Reynolds/DC/USEPA/US@EPA 
From: Susanne Cerrelli/DC/USEPAJUS 
Date: 04/19/2007 03:33PM 
cc: Mike Mendelsohn/DC/USEPA/US@EPA, John Kough/DC/USEPAJUS@EPA, Zigfridas 
Vaituzis/DC/USEPAJUS@EPA, Sharlene Matten/DC/USEPAJUS@EPA 
Subject: Today's meeting@ MON89034 xmon 88017; and MON 89034 -follow-up 

Thanks everyone for their valuable input! 

Here is a list of the cui-rent workload distribution for these new products: 

Sharlene expressed the need for a SAP for the IRM issues after our meeting as Alan had 
mentioned. 

Rebecca will be providing me a list of data and information she needs to wrap up her 
reviews. If anyone has noted any deficiencies at this time that they need addressed to 
complete the'1r assessment please let me know. 

The current phase 4 date for completion of Science reviews is October 24, 2007. 

The date that our final decision is due is: June 10, 2008. 

If you need anything for these reviews, please let me know. 

Muchas Gracias! Mille Grazie! Danke! Merci! 



Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511 P) 

703-308-8077(w) 

[attachment "Table of studies WITH WHO AND CLASSIFICATIONfin .doc" removed by 
Sharlene Matten/DC/USEPAJUS] 

) 

) 



Sharlene 
Matten/DC/USEPA/US 

04/t9/2007 03:08PM 

To Janet Andersen/DC/USEPA/US@EPA, Sheryl 
Reilly/DCIUSEPAIUS@EPA 

cc Patricia Moe/DC/USEPAIUS@EPA, Alan 
Reynolds/DC/USEPAIUS@EPA, Mike 
Mendelsohn/DC/USEPAIUS@EPA, Susanne 

bee 

Subject SAP needed for IRM issues·· MON 89034/2 lep toxin 
product: Lower Refuge Requirements requested - no 
previous SAP for Bt corn to address this issue 

Susanne conducted a MON 89034 team meeting today. She asked rne to write up the issues 
concerning IRM and the need for a SAP meeting. 

Monsanto has requested that MON 89034 have significantly lower refuge requirements for 
their two·toxin (for fep control·· a pyramid) product·· Cry1A.105 + Cry2Ab2, They are 
requesting a 5% structured non·Bt corn refuge in the Corn Belt (current for 1·tox lep product 
is 20%) and a 20% structured non-Bt corn refuge in cotton-growing areas (current for 1-tox 
fep product is 50%). These changes to the IRM requirements for BT corn are significant and 
a paradigm shift. Monsanto has submitted data to support their request and modeling. 
These data need to be reviewed. The PRIA date for this action is 6/10/08. 

No data have been submitted to support the popcorn usg Monsanto indicated a 
teleconference we had in February, 2007 that they do not even have a popcorn breeding 
program. There is no bridging information (IRM, expression, efficacy etc. ) to support this 
use. 

However, we received IRM data to support the sweet corn use and bridging arguments for 
the stacked product of Cry1A.105 + Cry2Ab2 + Cry3Bb1. These data were provided in 
March, 2007 after a 75·d deficiency fetter was issued. I think Monsanto rnay intend to 
submit more sweet corn efficacy data needed for the IRM review. We may need to consider 
a renegotiation of the PRIA date to make up for the time lost- for the sweet com use. 

Sharlene R. Matten, Ph.D. 
Biologist 
USEPAIOPP/BPPD (7511P) 
1200 Pennsylvania Ave., NW 
Washington D.C. 20460 
703-605-0514 



, . . . Sharlene 
.~~~ 1 :- Matten/.DC/USEPAIUS 

0211212007 12:31 PM 

To "BOGDANOVA, NATALIA N [AG/1000]" 
<natalia.n.bogdanova@monsanto.com> 

cc "BOGDANOVA, NAT ALlAN [AG/1000]" 
<natalia.n.bogdanova@monsanto.com>, Alan 
Reynolds/DC/USEP.AJUS@EPA, "REDING, H KEITH 

bee 

Subject Re: Notes from the phone conversation on February 6, 2007 
® 

Natalia --Thank you for the phone conversation. I have a few corrections to the notes you 
have provided. See my c'omments in green below. Thanks. SRM 
-----"BOGDANOVA, NATALIA N [AG/1000]" <natalia.n.bogdanova@monsanto.com> wrote: 

To: "BOGDANOVA, NATALIA N [AG/1000]" <natalia.n.bogdanova@monsanto.com>, 
Sharlene Matten/DC/USEPAIUS@EPA. Alan ReynoldS/DC/USEPAIUS@EPA 
From: "BOGDANOVA, NATALIA N [AG/1000]" <natalia.n.bogdanova@monsanto.com> 
Date: 02/08/2007 03:11PM 
cc: "REDING, H KEITH [AG/1000]" <h.keith.reding@monsanto.com>, "SCHNEIDER, 
RUSSELL P]AG/1920]n <russell.p.schneider@monsanto.com>, "LAHMAN, LINDA K 
]AG/1000]" <linda.k.lahman@monsanto.com>, Susanne Cerrelli/DC/USEPA/US@EPA, 
Mike Mendelsohn/DC/USEPA/US@EPA 
Subject: Notes from the phone conversation on February6, 2007 

Sharlene, 

Thank you for a very informative conversation yesterday. This message is to summarize 
the key points of the discussion to make sure we are in agreement 

In order to maintain sweet com in Monsanto's application to register MON 89034 and MON 
89034 x MON 88017 the following plan was proposed: 

Sweet corn 
• In order to obtain registration for sweet and popcorn a limited dataset should be 

provided. 

• Leaf expression data for MON 89034 that will be provided by Monsanto should be 
sufficient to retain sweet corn in 1he application. EPA agrees We can collect 
expression data from the leaf of flowering MON 89034 sweet corn currently being 
grown in Hawaii. The leaf tissue is currently being harvested and the data is . 
expected to be submitted to EPA in March 2007. · 

• Limited efficacy data (leaf disk insect bioassay using ECB and FAW) will be also 
collected and provided to the Agency within similar timeframe. 

• If necessary, FAW and ECB efficacy can be confirmed in field efficacy trials at a 
single location in 2007-08. 

Comments on bullets 2-4: 

I didn't say just leaf expression data were adequate. What I said was that a leaf disc 
bioassay would be the first step one would need to support the sweet corn use I then 
said that Monsanto would need both field efficacy data and field expression data and that 



this could be done using the MON 89034 sweet corn currently being grown in Hawaii and 
such data would be submitted in Fall2007. One would have to explain how these data 
would be representative of other mainland growing areas for sweet corn In addition to 
leaf expression, one needs pollen expression, stalk expression, and ear expression for 
pests such as corn earworm, fall armyworm, and European corn borer (although I would 
expect this pest to be of Jesser importance for sweet corn given where it is grown in the 
U.S.} at the appropriate plant developmental stages. 

• The timing of actions tor sweet corn should not affect field corn registration PRIA 
date unless that data is submitted later that January2008. Sharlene indicated that 
how the data submitted in March 2007 and later in 2007 to support the sweet corn 
use (insect resistance management issues) would affect the PRIA date needs to · 
be discussed with Susanne Cerrelli and Mike Mendelsohn as well as any 
administrative or regulatory question. 

Popcom 
• Popcorn varieties of MON 89034 have not been developed yet 
• Both field efficacy and expression data would need to be submitted at some future 

date to address insect resistance management should MON 89034 be registered· 
for popcorn use. 

• Monsanto prefers that popcorn be retained in the registration request but as a 
condition of the registration, expression and efficacy data must be provided before 
MON 89034 can be commercialized in popcorn. Sharlene pointed out that without 
any data to support the popcorn use that this would be unlikely. She indicated 
that this issue should be discussed further with the RALs, Susanne Cerrelli and 
Mike Mendelsohn. 

Please, let me know if we understood each other correctly. Thank you very much for your 
time and attention to MON 89034. 

Best regards, 

Natalia 

-----Original Message-----
From: BOGDANOVA, NATALIA N (AG/1000) 
Sent: Tuesday, February 06,200711:19 AM 
To: 'matten.sharlene@epa.goY 
Cc: REDING, H KEITH [AG/1000); SCHNEIDER, RUSSELL P (AG/1920) 
Subject: Information for today's discussion 

Sharlene, 

Here is the information we would like to discuss in the call this afternoon. 

EPA Discussion Points for MON 89034 Sweet Com 

In a January 17, 2007 letterto Monsanto, EPA requested expression data on sweet corn and 
popcorn to perform an lRM assessment. 

• We can provide expression data ou MON 89034 sweet corn by 
mid-March 2007. We currently have MON 89034 sweet corn growing in Hawaii. 
The plants are at the flowering stage. We plan to take leaf samples from up to fO 
plants and determine the dry weight expression ofCrylA.I05 and Cry2Ab2. 

• Field corn, popcorn and sweet com all belong to the taxonomic group 
Zea mays subsp. mays ; therefore, we expected that the expression level for sweet 



com and popcorn to be in the range seen for field com. 

• The proposed IRM plan for sweet com requires no structured refuge 
but rather destruction of the stalks after harvest, before the larvae can mature. 
Therefore, the expression level of the proteins should have no impact on the overall 
IRM plan. 

• MON 89034 has not been bred into popcorn at this time. However, we 
would like popcorn included on the label to allow for future use in popcorn. 

Look forward to talk to you. 

Natalia 

Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 
Monsanto Company 
800 North Lindbergh Blvd., 
St. Louis, MO 63167 

Tel. (314) 694-3143 
FAX (314) 694-3080 

This trmail message may contain privileged and/or confidential information, and Is Intended 
to be received only by persons entitled to receive such information. If you have received this 
trmailln error, please notify the sender immediately. Please delete it and all attachments 
tram any servers, hard drives or any other media. Other use of this e~mail by you is strictly 
prohibited. 

All e~mails and attachments sent and received are subject to monitoling, reading and 
archival by Monsanto. The recipient of this e~mail is solely responsible for checking for the 
presence of "Viruses" or other "Malware~ Monsanto accepts no liability for any damage 
caused by any such code transmitted by or accompanying this e~mail or any attachment 



Sharlene 
Matten/DC/USEPAIUS 

'f'ii\£i!f;'~ _07/23/2007 02:46PM 

To Susanne Cerre!!i/DC/USEPAJUS@EPA. Alan 
Reynolds/OC/USEPAJUS@EPA 

cc 

bee 

Subject MON 89034: IRM and Benefits studies plus comments on 
Public Interest Finding, sweet corn and popcorn uses 

~: Thr~ "~;~~ag-~~t;-;;b~eO"_f~_;w~~d;{i--'~-~----.,, 

Susanne N. I extracted, from an earlier table you sent to me, aU of the IRM and efficacy and 
insect spectrum studies that Alan and I are reviewing. We are doing the IRM Plan review 
together. I am doing all of the efficacy and insect spectrum studies. I did not have all of the 
Subm·rssion information in all cases. 

I do not have any document that would be used to make a Public Interest Finding shoUld 
there be a conditional registrationunder 3(c)7(C). I would not assume that registration of 
MON 89034 will be an unconditional3(c)5 registration; therefore, we need to make a Public 
Interest Finding and have a document from Monsanto that gives us the appropriate 
information to make such a finding. 

In addition, we do not have sufficient information (expression and activity) to complete an 
IRM assessment for sweet corn. We have no information on popcorn. My recommendation 
is that Monsanto withdrawal both the sweet corn and popcorn uses until such information can 
be generated and submitted to EPA to support these uses 

Sharlene 
Sharlene R. Matten, Ph.D. 
Biologist 
USEPNOPP/BPPD (7511 P) 
1200 Pennsylvania Ave., NW 
Washington D.C. 20460 
703-605-0514 



Sharlene 
Matten/DC/USEPNUS 

07/16/2007 04:06PM 

To Susanne Cerrelli/DC/USEPNUS@EPA 

cc Alan Reynolds/DC/USEPAIUS@EPA 

bee 

Subject Found a bit of bridging for sweet corn --sweet corn still 
deficient 

MRID 470794~02, p. 12, has a paragraph comparing the expression levels of the Cry1A.105 
and Cry2Ab2 proteins in leaf tissues collected from MON 89034 sweet com growin in Hawaii 
during 2007 to the levels previously reported for MON 89034 field corn grown iri the Mainland 
U.S. (MAID 469514-03). The field com data is represented for several locations while the 
sweet corn data is represented by one location in Hawaii (a suitable co·mmercial source?). 
Additional sweet corn expression data and efficacy data are needed to support the sweet 
corn use. 

There is no popcorn data of any kind. 
Sharlene R. Matten, Ph.D. 
Biologist 
USEPAIOPP/BPPD (751 tP) 
1200 Pennsylvania Ave., NW 
Washington D.C. 20460 
703-605-0514 



Sharlene 
Matten/DC/USEPAJUS 

07/16/200710:50 AM 

I am working at home today. 

To Susanne Cerrelli/DC/USEPAIUS@EPA 

cc Alan Reynolds/DC/USEPAIUS@EPA 

bee 

Subject Submission numbers for MON 89034 and copies of studies 

I would appreciate it if you could send me the Submission numbers for all the studies {IRM, 
efficacy, insect spectrum) that you gave me and Alan for MON 89034 or the stack. I think 
there would be two or three submission numbers. I also need a CD-ROM of of all of 
Monsamo's submissions. I need to add that information to the reviews. 

Also, did you ever get a Public Interest Finding. I also see no data on sweet corn or popcorn 
--no dose information or efficacy information or justification for sweet corn use or popcorn 
(some kind of written rationale). I know that in a teleconference calli had with Monsanto in 
February that they might have information to support the sweet corn use this Fall. What is 
the state of affairs for the sweet corn and popcorn uses? 

Thank you for your help. 
Sharlene 

Sharlene R. Matten, Ph.D. 
Biologist 
USEPA/OPP/BPPD (7511P) 
1200 Pennsylvania Ave., NW 
Washington D.C. 20460 
703-605-0514 



MONSANTO~ 
Natalia N. Bogdanova, D. V:M. 
Regulatory Ajfairs Manager 
(31 4)-694-3143 

Document Processing Desk (PETN) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

Attn; Dr. Sheryl Reilly, Team Leader 92 

May 25,2007 

471403-00 

MONSANTO COMPANY 

Soo NO~TI< LlNOBERGH BLVO 

ST. LOUIS, MlS~OURI 6;167 

http:/ ;www.monsanto.com 

Subject: Response to questions from EPA regarding insect-protected corn MON 890::;-t 

EPA File Symbol 524-LTL 

Dear Dr. Reilly: 

This letter is in response to the Agency's request from May 16, 2007 to address questions 
pertaining to Monsanto's application for the registration of the plant-incorporated protectant 
Bacillus thuringiensis (Bt) Cry1A.l05 and Cry2Ab2 proteins and the genetic material necessary 
for their production in corn product MON 89034. 

Responses to the Agency's questions are included in Volume 2 of this submission. This 
submission includes documents that have been classified as 'A'- non-confidential documents that 
can be released to the public. A pdf file is included. 

Volume Document Category Hard pdf. file for 
copy E-docket 

N/A Cover Letter A -,j -,j 

N/A Transmittal Document A " -,j 

I Administrative Materials for Submission of A -,j " Responses to EPA Questions Regarding Application 
524-L TL to Register Insect-protected Com MON 
89034 (MRlD 46951400) 

2 Responses to EPA Questions Regarding Application A -,j -,j 
524-LTL to Register Insect-protected Corn MON 
89034 (MRlD 46951400) 



Dr. S. Reilly 
May 11,2006 

Page 2 of2 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (314-694-
3!43). 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EPA/OPP/BPPD 
Russell Schneider, Monsanto 
Monsanto Regulatory Files 



t="'~V 

MONSANTO ~t 

TRANSMITTAL DOCUMENT 

SUBMITTED BY 

Monsanto Company 
1300 I (Eye) Street, NW 

Suite 450 East 
Washington, DC 20005 

REGULATORY ACTION IN SUPPORT OF WHICH 
THIS DOCUMENT IS SUBMITTED 

Administrative Materials for the Registration oflnsect-protected ComMON 89034 (EPA 
File 524-LTL) 

TRANSMITTAL DATE 

May 25,2007 

MONSANTO REFERENCE No. 

06-CR-172-4 

Monsanto Company 06-CR-172E-4 Page I of2 



LIST OF SUBMITTED DOCUMENTS 

Administrative Materials 

Volume 1. Administrative Materials for the Response to EPA Questions Regarding 
Application 524-LTL to Register Insect-protected Corn MON 89034 
(MRID 4695!428) 

MRIDNumber _____________ _ 

Volume 2. Responses to EPA Questions Regarding Application 524-LTL to Register 
Insect-protected ComMON 89034 (MRID 46951428) 

MRID Number ___ 4_7_1_40_3_0_1 ________ _ 

Company Official: v1~~~.A/ ¥v_,a:-~~/~ May 25, 2007 
Natalia N Bogdanova, .V.M. Date 
Regulatory Affairs Manager 
(3!4) 694-3143 

Company Name: Monsanto Company 

Company Contact: Russell P. Schneider, Ph.D. 

Monsanto Company 

Director, Regulatory Affairs 
(202) 383-2866 

06-CR-l72E-4 Page 2 of2 



Natalia N. Bogdanova, D.V.M. 
Regulalory A !fain; Manager 
(314) 694-3143 

May 11,2007 

Document Processing Desk (PETN) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

Subj: Re-classification of the information provided in the submission of supplemental 
information to address EPA questions regarding applications 524-LTL and 524-
LTA to register insect-protected com MON 89034 and MON 89034 x MON 
88017 (MR!D 47079402) 

Dear Dr. Reilly: 

This letter is in response to conversations with the Agency regarding re-classification of 
information submitted on March 9, 2007 in the response to EPA questions regarding 
application to register insect-protected corn MON 89034 and MON 89034 x MON 
88017. 

By the way of this letter Monsanto amends the confidentiality claims for the information 
submitted with the above petitions to re-classifY it from current category "A" (non
confidential documents that can be released to the public) to category "B" (data subject to 
the provisions of FIFRA Section 1 O(g) and therefore protected from disclosure to 
multinational or foreign pesticide producers). Monsanto considers this information to be 
a competitive advantage because it contains details concerning MON 89034 that are 
intended for the regulatory assessment.and that could be potentially used by multinational 
companies to develop and register their products. Please consider the tables in Monsanto 
letters from March 9, 2007 revised as follows: 

Monsanto Reference Numbers 
04- CR-135E-3 
04-CR-138E-3 



Dr. S. Reilly 
May 11,2007 

Old 
Volume Cate•orv 
N/A A 
NIA A 
I A 
I c 
2 A 
3 B 

Page 2 of2 

New 
Cateoorv Document 
A Cover letter 
A Transmittal document 
A Administrative volume 
c Confidential statement of formula 
B Suoolemental information 
B Efficacy report 

Should you require any additional information regarding this letter please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly 
(314-694-3143). 

Sincerely, __.. / /_ ___.. A/ _ . ~~---7~ 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EP A/OPP/BPPD 
Susanne Cerrelli, EP A/OPP/BPPD 
Russ Schneider, Monsanto 
Regulatory Archives 

Monsanto Reference Numbers 
04- CR-135E-3 
04-CR-138E-3 



Natalia N. Bogdanova, D.V.M. 
Regulatory Affoirs Mmwger 
(314) 694-3143 

May 11,2007 

Document Processing Desk (PETN) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

Subj: Re-classification of the infonnation provided in the submission of supplemental 
information to address EPA questions regarding applications 524-LTL and 524-
LTA to register insect-protected comMON 89034 and MON 89034 x MON 
88017 (MRID 47079402) 

Dear Dr. Reiiiy: 

This letter is in response to conversations with the Agency regarding re-classification of 
information submitted on March 9, 2007 in the response to EPA questions regarding 
application to register insect-protected com MON 89034 and MON 89034 x MON 
88017. 

By the way of this letter Monsanto amends the confidentiality claims for the information 
submitted with the above petitions to re-classifY it from current category "A" (non
confidential documents that can be released to the public) to category 11B" (data subject to 
the provisions of FIFRA Section 1 O(g) and therefore protected from disclosure to 
multinational or foreign pesticide producers). Monsanto considers this information to be 
a competitive advantage because it contains details concerning MON 89034 that are 
intended for the regulatory assessment and that could be potentiaiiy used by multinational 
companies to develop and register their products. Please consider the tables in Monsanto 
letters from March 9, 2007 revised as follows: 

Monsanto Refer~nce Numbers 
04- CR-135E-3 
04-CR-138E-3 

) 



Dr. S. Reilly 
May II, 2007 

Old 
Volume Category 
NIA A 
NIA A 
1 A 
1 c 
2 A 
3 B 

Page2 of2 

New 
Category Document 
A Cover letter 
A Transmittal document 
A Administrative volume 
c Confidential statement of formula 
B Suuolemental information 
B Efficacy_ report 

Should you require any additional information regarding this letter please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly 
(314-694-3143). 

Sincerely, __.. / / _/ A-"' 
. ~~ -· '7 .,.?~ 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EPA/OPP/BPPD 
Susanoe Cerrelli, EPA/OPP/BPPD 
Russ Schneider, Monsanto 
Regulatory Archives 

Monsanto Reference Numbers 
04- CR-135E-3 
04-CR-138E-3 



Deficiencies in Monsanto's submissions for registration ofMON 89034 and MON 89034 
xMON 88017 

Monsanto needs to address the following: 

1. Validated detection method protocols and independent lab validations of the 
detection methods for CrylA.105 and Cry2Ab2 in corn need to be submitted. 

2. Plant-produced CrylA.l 05 shows both a higher-molecular weight 
immunoreactive band and lower molecular weight immunoreactive bands in the 
western blot analysis in addition to the full-length protein. These additional 
bands appear to be absent in the E. coli-produced protein preparation. Monsanto 
should address whether these differences are a result of protein purification or 
whether these different molecular weight proteins are likely present in the plant. 
Monsanto should also explain why use of the E. coli protein as a surrogate for 
safety testing is appropriate, given the differences in the protein preparations. 

3. Provide the SOPs cited in MR!Ds 46951302 (MSL-20145, Study 06-01-50-03), 
46951402 (MSL-20311, Study 05-01-39-12), 46951303 (MSL0020479), 46951403 
(Study 05-01-39-32, MSL 20285). 

4. Discuss detennination of equivalence between microbially-produced and plant
produced CrylA.105 using the bioactivity assay (described in MRID 46694604). 
Were statistics used? Why was the acceptance criteria determined to be <4 fold 
difference between the mean EC50 values in the corn earworm diet-incorporation 
insect biassay? 

5. Explain the discrepancy in the EC50 definitions given on pages 11 and 8 in MRID 
46951405. 

Also, we request electronic copies of the following studies: MRIDs 46951403 (Study 05-
01-39-32, MSL 20285)-need tables only, 46951404 (MSL-20071)-need figures only, 
46951405 (MSL-20132; Study 05-01-39-23), 46951407 (MSL-19931; Study 05-01-62-
04)-need figures only, 46951303 (MSL0020479)---need tables only, 46951408 (MSL-
19930; Study 05-01-62-03)-need figures only, 46951409 (MSL-19938; Study 05-01-62-
05)-need figures only, 46951402 (MSL-20311, Study 05-01-39-12)-need figures only. 

) 

) 



Janet 
Andersen/DC/USEP 
A/US 

05/21/2007 02:18 
PM 

To Rebecca Edelstein/DC/USEPNUS@EPA 

cc John Kough/DC/USEPAIUS@EPA 

Subject Re: analytical detection method-- update [ill 

we actually have regulations in place that say there should be an analytical method for any 
tolerance or tolerance exemption we put in place. Therefore, let's continue to have methods 
and lefs allow a DNA based method. 



Susanne, 

Rebecca 
Edelstein/DC/USEPA/U 
s 
05/22/2007 08:55AM 

To Susanne Cerrelli/DC/USEPA/US@EPA 

cc John Kough/DC/USEPA/US@EPA, Mike 
Mendelsohn/DC/USEPA/US@EPA 

bee 

Subject Fw: analytical detection method-- update 

I think we need Monsanto to submit an analytical method for detecting Cry1A.105 (DNA 
based or protein based). Right now, MON 89034 is the only event in corn that produces 
Cry2Ab2, so if Cry2Ab2 is detected, Cry1A.105 would also be present. However, the 
detection methods are needed for our tolerance exemptions. and we have separate tolerance 
exemptions for Cry2Ab2 and CrytA.105. Also, the tolerance exemptions are not product 
specific, so in the future, there may be another product that produces Crf.lAb2 in corn; 
therefore, we can't rely on the Cry2Ab2 method to detect Cry1A.105. Please let me know if 
you have any questions. 

Thanks, 

Rebecca 
-----Forwarded by Rebecca Edelstein/DC/USEPA/US on 05/22/2007 08:50AM-----

Janet 
Andersen/DC/USEPA/U 
s 
05/2 t/2007 03:03 PM 

To Rebecca Edelstein/DC/USEPA/US@EPA 

cc John Kough/DC/USEPA/US@EPA 

Subject Re:-analytical detection method-- update ~ 

Won't Cry1A:105 be a new ai? Have a unique identifier? If so, it needs a method or maybe 
the chimeric needs a method. Just because they are the only ones right now with Cry2Ab2 
does not mean that witt always be so. 

Rebecca Edelstein/DC/USEPAJUS 

Janet, 

Rebecca 
Edelstein/DC/USEPA/U 
s 
05/21/2007 02:38PM 

To Janet Andersen!DC/USEPA/US@EPA 

cc John Kough/DC/USEPA/US@EPA 

Subject Re: analytical detection method- updale E1'J 

Thanks for the quick response. Monsanto is now saying that they don't want to submit the 
DNA based method. Instead, they want the lateral flow method for Cry2Ab2 to be sufficient, 
since MON 89034 is the only com product that produces Cry2Ab2. The Product also 
contains a chimeric protein, Cry1A.105, but because MON 89034 is the only corn event with 
Cry2Ab2, detection of Cry2Ab2 enables MON 89034 to be identified. Do you think one 
method is sufficient? Or do we need a method that is specific for CrytA. t05? 

Rebecca 
· Janet Andersen/DC/USEPAIUS 

I 
) 

I 
I 



..... ,,,.....,, .... Susanne 
Cerre!li!DC!USEPAIUS 

05!03/2007 08:50 AM 

To Sharlene Matten/DC/USEPAIUS@EPA, Alan 
Reynolds/DC/USEPNUS@EPA 

cc Mike Mendelsohn/DC/USEPNUS@EPA 

bee 

Subject memorandum of understanding dated February 5, 2007 from 
Monsanto- Comments from EPA 

Are there any additional comments that we should send monsanto concerning their February5, 2007 
letter that followed our meeting on January 25, 2007? 
Sharlene gave me the following feedback yesterday. please let susanne know if there are additions or 
corrections to the below item. 

We wish that the following item be corrected that is present in Monsantds February 5, 2q07 letter 
concerning "Memorandum of understanding; EPA Petition numbers 6F7142 and 6F7143; EPA File 
symbols: 524-LTA and 524-L TL." 

For item 2 we wish to make the following correction. Separate information needs to be developed to ) 
support the popcorn use. We disagree that expression data (information) developed for sweet corn can 
be applied to popcorn. 

Please note we plan to add some items to today's biotech meeting. 
(1) DNA vs ELISA quantification (feedback what is EPA's purpose of validation when have tal. 
exemption)? 
(2) Should we renegotiate dates when company gives additional info later that we need (What is Agency 
Policy@ late submissions and PRIA dates)? 

(a) MARCH 7 irm RESPONSE 
(b) Sweet corn expression data that is being developed still 

Thank& 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511P) 

703-308-8077(w) 

) 



Susanne 
Cerre!li/DC/USEPN 
us 
04!23i2007 11:03 
AM 

Dear Dr. Natalia F.:.ogdanova, 

To ''BOGDANOVA, NATALIA N {AG/1000]" 
<natalia.n.bogdanova@monsanto.com> 

.cc M"1ke Mendelsonn/DC/USEPA/US 

bee 

Subject Re: Notes from the phone conversation on February 6, 2007 

During our preliminary evaluation of MOf\l 89034 and MON 89034 x MON88017, 
several items were identified that are needed to complete our evaluation. 
in order 1o comp:et.:! the evaluation process, we wish to notify you of noted 
deficiencies \,1 N,or,santo's submissions. 

Monsanto ne9ds to address th8 ·fol!nvlii•r;r 

·1. Validated detection method protocols and independent lab vafidations of 
the detection mef110ds for Cry""! A.1 05 and Cry2Ab2 in corn need to be 
submitted. 
2. Piant-pmduced Cryi A.1 05 shows both a higher-molecular weight 
imm~nvreactive baoto and iower molecular weight immunoreactive bands in 
the western ::>lot analysis in addiriun to the full-fength protein. These 
addi·lional bands appear "tO b& absent in the E. coli -produced protein 
preparation. Monsanto s!1ould address whether these differences are a 
,·esuit of protein purification m il\~lether these different molecular weight 
prute1ns a,.e likely preser11 ;_ · li"18 pfant. Monsanto should also explain why 
use of the E. coli protein as a surrogate for safety testing is appropriate, 
give'l the cliflr,;rences in tile prute!n preparations. 
3. Frov!cle the SOPs cited in MRIDs 46951302 (MSL-20145, Study 
06-·01-50-03), 46951402 (MS!.-20311, Study 05-01-39-12), 46951303 
(MSL002Q .. ·ft9), 45954403/Study 05-G·I-39-32, MSL 20285). 
4. C.!sCIISS oetern1ination c.: e<;uivalence between microbially-produced 
and pi1.nt-orodr"cetl Cry1 A. I OS using the biOactivity assay (described in 
MHID 46604604) Were stat1s;:..::.:s used? Why was the acceptance criteria 
de!G·t-.rri'ied to be <4 foicl dit!e!'eilce between the mean EC>O values in the 
·:::orn G8'WOHl1 die!··incorocrr.q+_i<:n insect b"roassay? 
6. E:xpl-arn ·the discrepanc-y in the EC;c detinitions given on pages 11 and 8 
in MRT 43851405. 

Aiso, we :eqtl9s'· (-:':s~:·troni·~; Gcpies c·' ~)·~0 "foHov.,!ng studies: MRIDs 46951403 
(Study OE-Oi-39"3?, M.SL.. ?02S5)?'l0G':: lnb!es OrJiy 46951404 (MSL-20071)?need 
figurf;S 0.1iy, ~69:"51405 ('VS' .. -20i82· ~:~mdy 05-Ci-39··23), 46951407 (MSL-19931; 
Study 05-0i-62-'J4~?neeci figur~1s only. 4Sfl.Si:"303 (MSL0020479)?need tables onfy, 
46951403 (MSL· ~ 9930: Siudy OS ·0 1-G2··03)1'nel;;d figures only, 46951409 
(MSL- i 9~:?36, Stuc;y 05-0 ·1-62-U[~(, r,c.;ec, fig•Jres on!y, 46951402 (MSL-20311, Study 
05-01-3£'-i2)?ne-?.d figures only. 



Your efforts to address these in a timely manner, would be greatly appreciated. Of 
course if this is not possible, the PRIA date may need to be renegotiated. Please 
note that additional deficiencies may be noted in the fu·(ure as the evaluations are 
not completed at this time. If you have any questions r;ono;rning this request, 
please contact Susanne Cerrelli at 703-308-8077. 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division ('1511 P) 

703-308-8077(w) 

) 



SYMBOL ... 

SURNAME .. 

DATE ...... 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Dr. Natalia N. Bogdanova 
Regulatory Affairs Manager 
Monsanto Company 
800 N. Lindberg Blvd. 
St. Louis, MO 63167 

Dear Dr. Bogdanova: 

JAN 1 7 2007 

Subject: MON89034 x MON 88017 (Cry1A.105, Cry2Ab2 and Cry3Bb1) Corn and 
MON89034 (Cry1 A.105, and Cry2Ab2) Corn 
EPA Petition Numbers: 6F7142 and 6F7143 
EPA File Symbols: 524-LTA and 524-LTL 

Your applications as submitted under the Pesticide Registration Improvement Act (PRIA) 
guaranteed you a regulatory decision for this action category (881 twice) by June 1 0,. 2008. 
Upon review of the subject applications, we have· determined that they are incomplete. 

The applications Will be kept open for a period of 75 days from the date of this letter to 
give you an opportunity to address the deficiencies listed below. If you find that you need more 
time to satisfy the requirements, you must request an extension in advance of the 75~day 
compliance date, and commit to satisfy the deficiencies within a reasonable, stated, period of 
time. Your time extension request must also include an explanation of why additional time is 
required. If you do not comply with· this procedure, the Agency may administratively withdraw 
your application from further consideration and retire this file Without further notice to you, in 
accordance with 40 CFR 152.105. Once this is done, you will have to submit a complete new 
application should you wish to pursue these actions. 

Based upon your response, we may need to renegotiate the current PRIA date of 
June 10, 2008. In the interim period, we are placing the data received thus far into scientific 
review. 

The following deficiencies must be addressed: 

1) The insect resistance management (IRM) package for MON 89034 X MON 88017 is 
deficient. There is no bridging rationale provided that links the dose and efficacy of the stacked 
product to that of each single gene product for each target pest as justification for the proposed 
IRM plan for the stacked product. 

2) Expression data are necessary for popcorn and sweet corn in order to pertorm the IRM 
assessment. 

CONCURRENCES 

12.~c&· ·-~1 
() 
1······ ····················· ..................... ..................... . .................... 

. '" ' . .. i·" )·rc;~· ·· , iF;_;;7· ··i7/iiitr ..................... ..................... ..................... . .................... 
\ '-

. ..................... 
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2· 
3) The tolerance petitions request that 40 CFR Part 180 be amended to remove time limitations 
for the temporary exemptions from the requirement of a tolerance. These need to be modified 
so that you request to amend 40 CFR Part 174.453 and 174.464 to make them permanent 
exemptions from the requirement of a tolerance. TemPorary tolerance exemptions not only 
have time limitations, but are linked to specific experimental use permits. 

4) Submit revised labeling consistent with that approved for your MON 88017 product. OECD 
unique identifiers should appear in the. ingredient name for events MON 88017 and MON 89034 
and the directions for use and insect resistance management sections should be consistent. 
Field corn, popcorn, and sweet corn should also be addressed. 

5) Marker proteins and inerts need to be listed on the confidential statement of formula (CSF). 

On December 14, 2006, your associate, Dr. Russ Schneider indicated that he was 
interested in meeting with our staff to address any questions that we may have concerning 
these pending applications. In addition to the required information listed above, we wish to 
inform you of materials that would assist in expediting the review of your submission, and 
questions that we wish to discuss at such a meeting. 

Concerning the IRM assessment we have the following questions: 

1) What are the relative contributions of each toxin (i.e., dose of each toxin and selection)? 
Explain "dose" studies and your assumptions about dominance and inheritance, of resistance. 

2) How is Roush's model used for predicting resistance (relative contribution of each tox'in) to 
ECB? What are the assumptions? 

3) What information, relative to each toxin, is being fitted to the Monsanto revised bollworm 
model? 

A CD with writable "MS word" files of the submitted data would facilitate incorporating 
tables, graphs, and other data from your submissions in our reviews. 

Please contact Susanne Cerrelli of my staff at (703) 308-8077 should you have any 
questions or wish to schedule a meeting. 

(~ly,# '(L' 
sd~'"ef 
Microbial Pesticides Bra 
Biopesticides and Pollution 
Prevention Division (7511 P) 



Sharlene 
Matten/DC/USEPAJUS 

04/19/2007 03:08 PM 

To Janet Andersen/DC/USEPAJUS@EPA, Sheryl 
Reilly/DC/USEPAJUS@EPA 

cc Patrida Moe/DC/USEPAJUS@EPA, Alan 
Reynolds/DC/USEPAJUS@EPA, Mike 
MendelsohnfDC/USEPAJUS@EPA, Susanne 

bee 

Subject SAP needed for IRM issues - MON 89034/2 lep toxin 
product: Lower Refuge Requirements requested- no 
previous SAP for Bt corn to address this issue 

Susanne conducted a MON 89034 team meeting today. She asked me to write up the Issues 
concerning IRM and the need for a SAP meeting. 

Monsanto has requested that MON 89034 have s'rgnificantly lower refuge requirements for 
their two-toxin (for lep control- a pyramid) product- Cry1A.1 05 + Cry2Ab2. They are 
requesting a 5% structured non-Bt corn refuge in the Corn Belt (current for 1-tox lep product 
is 20%) and a 20% structured non-Bt corn refuge in cotton-growing areas (current for 1-tox 
lep product is 50%). These changes to the IRM requirements for BT corn are significant and 
a paradigm shift. Monsanto has submitted data to support their request and modeling 
These data need to be reviewed. The PRIA date for this action is 6/10/08. 

No data have been submitted to support the popcorn usg Monsanto indicated a 
teleconference we had in February, 2007 that they do not even have a popcorn breeding 
program. There is no bridging information (IRM, expression, efficacy etc.) to support this 
use. 

However, we received IRM data to support the sweet com use and bridging arguments for 
1he stacked product of Cry1A.105 + Cry2Ab2 + Cry3Bb1. These data were provided in 
March, 2007 after a 75-d deficiency letter was issued. I think Monsanto may intend to 
submit more sweet corn efficacy data needed for the IRM review. We may need to consider 
a renegotiation of1he PRIA date to make up for the time lost- for the sweet corn use. 

Sharlene R. Matten, Ph.D. 
Biologist 
USEPAIOPP/BPPD (7511P) 
1200 Pennsylvania Ave., NW 
Washington D.C. 20460 
703-605-0514 



MONSANTO 
imagine 

Natalia N. Bogdanova. D. V:,\1_ 
Regulatory Affairs .-llmmger 
(314)-694-JNJ 

Document Processing Desk (PETN) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

March 9, 2007 

Attn: Dr. Sheryl Reilly, Team Leader 92 

MONSANTO COMPANY 

<)00 I (EYE) STRHT, NW 

SUITE 4)0 EAST 

WASHINGTON, D.C. 2000} 

PHONE (202) )8)-2866 

http:( ;wvtw.mon~anto.com 

Subject: Response to the letter from EPA RE: MON 89034 (CrylA.105 and Cry2Ab2) 
Corn and MON 89034 x MON 88017 (Cry1A.I05, Cry2Ab2, Cry3Bbl) Corn 
EPA Petition Numbers 6F7142 and 6F7143 
EPA File Symbols: 524-LTA and 524-LTL 

Dear Dr. Reilly: 

This letter is in response to the Agency's request from January 17, 2007 to address questions 
pertaining to Monsanto's application for the registration of the plant-incorporated protectant 
Bacillus thuringiensis (Bt) Cry1A.105 and Cry2Ab2 proteins and the genetic material necessary 
for their production in the com product MON 89034 and MON 89034 x MON 88017. Some of 
these questions were clarified at the Monsanto/EPA meeting held on January 25,2007. 

Responses to Agency's questions included in Volwne 2 and in a confidential attachment to the 
Administrative volume. Additional efficacy data is provided as Volume 3. This submission 
includes the following documents that have been classified as 'A' (non~confidential documents 
that can be released to the public), 'B' (data subject to the provisions ofFIFRA Section lp£g} and 
therefore protected from disclosure to multinational or foreign pesticide producers,,.Qt "'C' 
(confidential business information). In addition, pdf and/or Word files are included 9r1 ~ ~D-
ROM. •• , ' 

' ' 
' > ' ' ' ' 

" ' ' j 

' ' '' 

'''' 
' " 

Monsanlo Company 06-CR-172E~2 



Dr. S. Reilly 
March 9, 2006 

Volume 

N/A 
N/A 

I 
I 
I 
2 
3 

Category 

A 
A 
A 
c 
A 
A 
B 

Page 2 of2 

Document Hard .pdf or 
Copy Word file 

Cover letter -.J -.J 
Transmittal document -.J -.J 
Administrative volume -.J 
Confidential statement of formula -.J 
Administrative volume (redacted copy) -.J 
Supplemental information -.J -.J 
Efficacy report -.J 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383~2866) or me directly (314-694~ 
3143). 

Sincerely, 

~~/~4/,n?~~ 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EPA/OPP/BPPD 
Russell Schneider, Monsanto 
Monsanto Regulatory Files 

Monsartlo Company 06-CR-172E-2 
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TRANSMITTAL DOCUMENT 

SUBMITTED BY 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

REGULATORY ACTION IN SUPPORT OF WHICH 
THIS DOCUMENT IS SUBMITTED 

Monsanto Company 

EPA File 524- LTL and 524-LTA 

TRANSMITTAL DATE 

March 9, 2007 

MONSANTO REFERENCE No. 

06-CR-172E-2 

04-CR-172E-2 
Transmittal Document 

'''' 
) ' ' ' 

• . . 
'' ', 

' ''' 

''') 
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LIST OF SUBMITTED DOCUMENTS 

Administrative Materials 

Volume 1. Administrative Materials for the Submission of Supplemental 
Information to Address EPA Questions Regarding Applications 524-
L TL and 524-LTA to Register Insect-protected Com MON 89034 and 
MON 89034 x MON 88017 (MRID 46951400 and 46951300) 

MRID Number---------------

Volume 2. N. N. Bogdanova. 2006. Supplemental Information to Address EPA 
Questions Regarding Applications 524-L TL and 524-L TA to Register 
Insect-protected Corn MON 89034 and MON 89034 x MON 88017 
(MRID 46951400 and 46951300) 

MRIDNumber 
---------------------

Volume 3. Headrick eta!., 2006. Assessment of the efficacy of insect-protected corn 
MON 89034, MON 89034 x MON 88017, and MON 89034 x NK603 
against major insect pests in the field trials conducted in the U.S. during 
2005 

MRIDNumber 

Company Official: ~~04~4~~-?~~ 
7 

Company Name: 

Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 
(314) 694-3143 

Monsanto Company 

Company Contact: Russell P. Schneider, Ph.D. 

Monsanto Company 

Director, Regulatory Affairs 
(202) 383-2866 

04-CR-172E-2 
Transmittal Document 

Date 

' ' " " 
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Administrative Materials for the Submission of Supplemental Infonnation to Address 
EPA Questions Regarding Applications 524-LTL and 524-LTA to Register Insect

protected Corn MON 89034 and MON 89034 x MON 88017 

Monsanto Company 

(MRID 46951400 and 46951300) 

Author 

Natalia N. Bogdanova, D.V.M. 

Registrant Submission Date 

March 9, 2007 

Registrant Submitting 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

Registrant Document No. 

04-CR-172E-2 

Volume 1 of3 

04-CR-172E-2 

., . . . 
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STATEMENT OF NO DATA CONFIDENTIALITY CLAIM 

No claim of confidentiality is made for any information contained in this study on the 
basis of its falling within the scope of F!FRA § l O(d)(I )(A), (B), or (C). 

Monsanto submits this material to the United States Environmental Protection Agency 
specifically under the requirements set forth in FIFRA as amended, and consent to the 
use and disclosure of this material by EPA strictly in accordance with FIFRA. By 
submitting this material to EPA in accordance with the method and format requirements 
contained in PR Notice 86~5, we reserve and do not waive any rights involving this 
material that are or can be claimed by the company notwithstanding this submission to 
EPA. 

Company: 

Company 
Agent: 

Date: 

Monsanto Company 

~£/~a-~~ 
Natalia N. Bogdanova, .V.M. 
Regulatory Affairs Manager 

March 9, 2007 

Monsanto Company 04-CR-l72E-2 
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GLP COMPLIANCE STATEMENT 

This volume provides the administrative materials for the submission of supplemental 
information to address EPA questions regarding applications 524·LTL and 524-LTA to 
register insect-protected corn MON 89034 and MON 89034 x MON 88017 (MRID 
46951400 and 46951300) and therefore were not developed in compliance with 40 CFR 
Part !60. 
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I 
Please read instructions on reverse before com feting form. Form Approved. OMB No. 2070·0060. Approval Expires 2·28·g5 

&EPA 
Uniled States 

Environmental Protection Agency 
Washington, DC 20460 

0 Registration OPP tdentiffer 

D Number 
Amendment 

D 
D 
D 

lz:J Other 
Application for Pesticide- Section I 

1. Company/Product Number 

File Symbol 524-L TL and 524-LT A 
Company/Product (Name) 

MON 89034 and MON 89034 x MON 88017 
5. Name and Address of Applicant (Inc/ !ide ZIP C<lde) 

Monsanto Company 
800 North Lindbergh Blvd. 

St. Louis, MO 63167 

D Check if I his is a new address 

2. EPA Product Manager 

Sheryl Reilly 
PM# 

90 

3. Proposed Classification 

~ None D Restricted 

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(B)(I), my 

product is similar or identical in composition and labeling to; 

EPA Reg. No. --------------

Product Name 

Section- II 

Amendment- Explain below. 

Resubmission in response lo Agency leiter dated 

Notification- Explain below. 

D 
D 
l2J 

Final printed labels in response to 
Agency letter dated 

"Me Too" Application. 

Other- Explain below. 

Explanation: Use additional page(s) if necessary. (For Section I and Section II.) 
Submission of Supplemental Information to Address EPA Questions Regarding Applications 524-L TL and 524-L T A to Register Insect-

1 protected ComMON 89034 and MON 89034 xMON 88017 (MRID 46951400 and 46951300) 

Child-Resistant Packaging 

0 y,.· 
ONo 

Unit Packaging 

DYes 

0 No 

Section- Ill 
1. Material This Product Wilt Be Packa ed tn: 

Water Soluble Packaging 

DYes 

ONo 

* Certmcatlon must 
be submitted 

lf"Yes" No. per If "Yes" 
Package wgt. 

No. per 
Container Unil Pac!laging wgl. Container 

3. Location of Net Contents Information 

0 Label 0 Cont;:~iner 

6. Manner in Which Label is Affixed lo Product 

4. Size(s) Retail Container 

Various 
0 Lithograph 

0 Paper glued 

0 Stenciled 

Section -IV 

D Other 

2. Type of Cont;:~iner 

0Melal 

0 Plasllc 

0 Glass 

0 Paper 

D Other 
(Spedfr) 

5. Location of Label Direclions 

0 On Label 

0 On Labeling accompanying product 

1, Contact Point Gam /ele ilems direct/ belcr.v for identification of individual to be contacted. if necessa , to rocess this a tica/ion. 

Tille Name Telephone No. (Include Area Code) 

~----------~R~u~s~se=l~l~P.~S~c~h~n~ei~d~erc_ ______ ~~~~-"D~ir~e=ct~o~r.~R~e~g~u~la~to=ryLCA~f~fu~ir~s-----L---"(=20=2~)r"b•~~:i~8~6=6~~~ 
Certification 6, Dale-,Applicallon 

I certify that/he stalemenls I have made on this form and all a/lachmen/s lhere/o are true, accurate and complete. > , R~-:;pjved 
I acknowledge that any knowmgly false or m1steadmg statement may be pumshabte by fine or rmpnsonmenl or 

both under applicable law. ' ' ' ' ' ; > 

f------~""=:;:-------ro--n;::-----------''---'-' --1:\~~~'J'ped) 
"'

2
. --'nature 

3
. Tille RegulatO'"'' Affairs Manager "; ::; j', , ~w{.~ / /..,Y..-?a--e~-- ., ' 

Natalia N. Bogda~o?~''"'~Tel. (314) 694-3143 s, 
0
'" March 9. 2007 -:;:1',:;,: 

! --~· __ _j 
Wh1te ·EPA F1le Copy [ongmal) Yellow -Applicant C EPA Form 8570-1 (Rev. 3-94) Prev1ous editions are obsolete. 
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CONFIDENTIAL STATEMENT OF FORi\1ULA 

{CBI Cross Reference Number 1} 
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I.&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Certification with Resoect to Citation of Data 
Applicant's/Registrant's Name, Address, and Telephone Number: EPA Registration Number I File Symbol: 

Monsanto Company, 800 North Lindbergh Blvd., St.louis, MO 63167 TeL 524-L TL and 524-L TA 
I (314)694-3143 

Active lngredient)s) and/or representative test compound(s): Date: 
Bacillus /h(JringiellSis Cry1A.105 and Cry2Ab2 proteins and the genetic material March 9, 2007 
necessary for their production in corn 

General Use Pattem(s) (list all those daimed for this product using 40 CFR Part 158: Product Name: 

Terrestrial field crop > lepidopteran-Protected Com (MON 89034) 

> Lepidopteran and Col~~~teran protected and ?) 
gtvPhosate tolerant com MON 8g034 x MON 88017 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submit the Formulator's Exemotion Statement EPA Fonn 8570-27 . 

D I am responding to a Data-Call-in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix 
form should be used for this our ose . 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 

D I am using the cite-all method of support, and have induded with [2;] I am using the selective method of support (or cite-all option 
this fonn a list of oompanies set offers of compensation (the under the selective method), and have induded with this form a 
Data Matrix Form should be used for !his purpose). completed list of data requirements (the Data Matrix form must 

be used. 

Section II: GENERAL OFFER TO PAY 

D [Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements) 

II cob• offe '"'"' "'" "' 
Section 1/1: CERTIFICATION 

I certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited 
in !he application for registration, the form for registration, or the Data-Catl-In response. !n addition, if the cite-all option or dte-all option under the 
selective method is indicated in Section 1, this application ls supported by all data in the Agency's files that (1) concern the properties or effects of this 
product or an identical or substantially similar product, one or more of the ingredients in this product; and (2l is a type of data that would be required to 
be submitted under the data requirements in effect on the date of approval of this application i1 the application sought the initial registration of a product 
of identical or similar composition and uses. 

[2;] I certify that for each exclusive use study cited in support of this registration or reregistration. that I am the original data submitter or that I have 
obtained the written permission of the original data submitter to dte that study. 

! certify that for each study cited in support of this registration or reregistration that is not an exclusive use study. either: (a) I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; (e) I have notified in writing the company that submitted the study and 
have offered (i) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (ii) to commence negotiations to 
determine !he amount and terms of co~ensation, if any. to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required. copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should 11ailto produce 
such evidence to the Agency upon request, I understand that !he Agency may initiate action to deny, cancel or suspend the registration of my product in 
confonnity with F!FRA. 

I certify that the statemenls! have made on this form and all attachments to it arc true, accurate, and complete. ! acknowledge that 
any knowlng!yfa!se of misleadin statement mav be unlshab!e b fine or im r!sonmenl of both under the aoollcable law. 

Signature Date Typed or Printed Name and Title 

~.?~*~a~~ March 9, 2007 Natalia N. Bogdanova, D.V.M., 

Regulatory Affairs Manager 

Pfease read instrucfiOns on reverse before completing form. Form Approved. OMB No. 2070-0040. 
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oEPA 
Form Approved OMS No. 2071}.0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Roctuction Act No1fce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 
401 M Street. S.W .. Washinqton. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Dale: March g, 2007 EPA Reg. No./File Symbol: 524-l TL and 524- I Page 1 of 2 

LTA 
Applicant's/Registrant's Name & Address: 
Monsanto Com an , 800 North lindbergh Blvd., SL Louis, MO 63167 Product: MON 89034 and MON 89034 ~ MON 88017 
Ingredient ~tci//us lhuringiensis Cry1A.105 and Cry2Ab2 proteins and the genetic material {vector PV·ZMIR245) necessary for their production in MON 89034 corn (OECD Unique Identifier: 
MON-89034-3 
Guideline Reference 
Number Guideline Study Name MRID Number Submiller Status Note 

N.N. Bogdanova. 2007. Administrative Materials for 
Submission of Supplemental Information to Address EPA 
Questions Regarding Appijcations 524-l Tl and 524-l TA 
to Register Insect-protected Corn MON 89034 and MON 
89034 x MON 88017 (MRID 46951400 and 46951300) 

Monsanto Comoanv OWN This Submission 

N. N. Bogdanova. 2006. Supplemental Information to 
Address EPA Questions Regarding Applications 524-l Tl 
and 524-l T A to Register Insect-protected Corn MON 
89034 and MON 89034 x MON 88017 (MRID 46951400 
and 46951300 Monsanto Comoanv OWN ThiS Submission 

Headrick et al., 2006. Assessment of the efficacy 

of insect-protected corn MON 89034, MON 89034 
x MON 88017, and MON 89034 x NK603 against 

major insect pests in the field trials conducted in 

the U.S. durin' 2005 Monsanto Contp_f!:~Y OWN This SubmiSsion 
Date 

Signature ,v-1"£-,k# .?4/ ~---?~.a...__ Name and Title March g, 2007 

Natalia N. Bogdanova. D.V.M. 
On~ .. ~~~~~• Mf~:-~ 'hn~n<>• 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

D.C. 20460 
Paperwork Reduc1lon Ac1 Notice: The public reporting burden for 
response for reregistration and special review activities, including ·· 
other aspect of this collection of information, 

. No./File Symbol: 524-l TL 

~~~~ 
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MON 89034 

Corn Borer -Protected Corn 
(OECD Unique Identifier: MON-89034-3) 

This product is effective in controlling damage caused by corn borer, fall armyworm, 
corn earworm and com rootworm larval feeding on stalks, leaves, and ears of field corn, 
popcorn, and sweet corn. 

Active Ingredient: 

Bacillus thuringiensis CrylA.I05 protein and the genetic material necessary for 
its production (Vector ZMIR 245) in event MON 89034 corn (OECD Unique 
Identifier: MON-89034-3) ............................................... 0.0031 - 0.0084% 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its 
production (Vector ZMIR 245) in event MON 89034 corn (OECD Unique 
Identifier: MON-89034-3) ............................................... 0.0030 - 0.0057% 

Other Ingredients: none 

Percentage (wt/wt) on a dry weight basis whole plant (forage). 

CAUTION 

KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS ___ _ 

EPA Registration No. 524-LTL 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

Monsanto Company 04-CR-172E-2 Page II of20 



DIRECTIONS FOR USE 

It is a violation of Federal law to use this seed in any manner inconsistent with this 
labeling. The following information regarding commercial production must be included 
in the MON 89034 corn Technology Use Guide (TUG) and the Insect Resistance 
Management (IRM) Guide. 

MON 89034 protects corn crops from leaf, stalk, and ear damage caused by corn borers. 
In order to minimize the risk of these pests developing resistance to MON 89034 corn, an 
insect resistance management pian must be implemented which includes planting of a 
structured refuge. 

INSECT RESISTANCE MANAGEMENT 

Growers ofMON 89034 must adhere to all of the following refuge requirements. 

Growers in counties in which no cotton is grown (e.g., counties in the northern corn belt) 
must plant a minimum of 5% non~lepidopteran~protected com as a structured refuge. 
Growers in counties in which cotton is grown must plant a minimum of 20% non~ 
lepidopteran~ protected corn as a structured refuge. 

The refuge must be placed within !1:! mile (within 1/4 mile preferred) of the MON 89034 
field. When planting the refuge in strips, the strips must be at least four rows wide. 

Insecticide treatments for control of European corn borer, southwestern corn borer and 
com earworm may be applied only if economic thresholds are reached for one or more of 
these target pests. Economic thresholds will be determined using methods recommended 
by local or regional professionals (e.g., Extension Service agents, crop consultants). 
Microbial Bt insecticides cannot be applied to the refuge acres. 

These refuge requirements will not apply to operations engaged in the propagation of 
inbred and hybrid seed com. 

CORN INSECTS CONTROLLED OR SUPPRESSED 

MON 89034 field com, sweet corn and popcorn produce the Bt proteins, CryiA.l05 and 
Cry2Ab2, that control or suppress the following lepidopteran and coleopteran insects: 

European corn borer (Ostrinia nubilalis) 
Corn earworm (Helicoverpa zea) 
Fall armyworm (Spodoptera frugiperda) 
Southwestern corn borer (Diatrea grandiosella) 
Southern cornstalk borer (Diatraea crambidoides) 
Sugarcane borer (Diatrea saccharalis) 

MON 89034 is a product of Monsanto's research program offering unique genetic 
characteristics for specific grower needs and may be protected by one or more of the 
following U.S. Patents: 38-21(52905); 38-21 (53618). 

Monsanto Company 04-CR-l72E-2 Page 12 of20 



MON 89034 X MON 88017 

Corn Borer and Rootworm-Protected Corn 
(OECD Unique Identifier: MON-89034-3 x MON-88017-3) 

This product is effective in controlling damage caused by corn borer, fall armyworm, 
corn earworm and corn rootworm larval feeding on stalks, leaves, ears, and roots of field 
com, popcorn and sweet corn. 

Active Ingredient: 

Bacillus thuringiensis Cry!A.l05 protein and the genetic material necessary for 
its production (Vector ZMIR 245) in event MON 89034 corn (OECD Unique 
Identifier: MON-89034-3) ............................................... 0.003 I -0.0084% 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its 
production (Vector ZMIR 245) in event MON 89034 corn (OECD Unique 
Identifier: MON-89034-3) ............................................... 0.0030- 0.0057% 

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary for its 
production (Vector ZMIR39) in event MON 88017 corn (OECD Unique 
Identifier: MON-88017-3) ............................................... 0.0037- 0.0070% 

Other Ingredients: 

Substance produced by a marker gene and the genetic material necessary for its 
production (Vector ZMIR39) in event MON 88017 corn (OECD Unique 
Identifier: MON-880! 7-3) ................................................ 0.0042- 0.0069% 

Percentage (wt/wt) on a dry weight basis whole plant (forage). 

CAUTION 

KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS ______ _ 

EPA Registration No. 524-LTA 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63 I 67 

Monsanto Company 04-CR-I72E-2 Page 13of20 



DIRECTIONS FOR USE 

It is a violation of Federal law to use this seed in any manner inconsistent with this 
labeling. The following information regarding commercial production must be included 
in the MON 88017 corn Technology Use Guide (TUG) and Insect Resistance 
Management (IR.M) Guide. 

MON 89034 x MON 88017 protects corn crops from leaf, stalk, and ear damage caused 
by com borers and root damage caused by corn rootworm larvae. In order to minimize 
the risk of these pests developing resistance to MON 89034 x MON 88017 corn, an insect 
resistance management plan must be implemented which includes planting of a structured 
refuge. 

INSECT RESISTANCE MANAGEMENT 

For MON 89034 x MON 88017 corn grown in non-cotton growing regions of the United 
States, two options for deployment of the refuge are available to growers. Growers in 
counties in which no cotton is grown (e.g., counties in the northern com belt) must plant 
a minimum of 5% non-lepidopteran-protected corn as a structured refuge. Growers in 
counties in which cotton is grown must plant a minimum of 20% non-lepidopteran
protected corn as a structured refuge. 

Growers may choose to plant a common refuge for both corn borer and corn rootworm 
pests, or they may choose to plant separate corn borer and corn rootworm refuges. For 
growers who do not typically apply insecticides for control of com borers, the common 
refuge option may be appropriate. In regions where corn borer infestations are high, 
growers may benefit from planting separate corn borer and corn rootworm refuges. This 
option is appropriate when corn borer infestations are expected to exceed economic 
thresholds. The benefit of a separate refuge allows the grower to manage corn borer in 
both the com rootworm refuge (by planting corn borer-protected corn in this refuge) and 
corn borer refuge (by applying conventional insecticides) without having to spray the 
entire MON 89034 x MON 88017 field (Common Refuge Option: Refuge Management). 

I. Common Refuge Option 

a) Refuge Size- Growers must plant a minimum of20% non-Bt corn as a structured 
refuge. This refuge size applies throughout the US. 

b) Refuge Placement and Configuration - The refuge must be placed within or 
adjacent to the MON 89034 x MON 88017 field. Refuge deployment options 
include continuous blocks adjacent to the MON 89034 x MON 88017 field, 
continuous blocks within the MON 89034 x MON 88017 field, strips around the 
MON 89034 x MON 88017 field, or strips within the MON 89034 x MON 88017 
field. When planting the refuge in strips, the strips must be at least four rows 
wide. 

c) Refuge Management- The refuge and MON 89034 x MON 88017 acres should 
be managed under comparable agronomic regimes. In MON 89034 x MON 
88017 fields where corn is cropped continuously, refuge acres should be planted 
in a continuous cropping regime. The refuge may be placed on first-year corn 

Monsanto Company 04-CR-172E-2 Page 14 of20 



acres only if the MON 89034 x MON 88017 corn is planted on first-year corn 
acres. Growers have the option of applying conventional insecticides to the corn 
refuge for control of corn rootworm larvae and other soil pests. The refuge can 
also be treated with a non-Bt insecticide to control late season pests such as corn 
borer or corn rootworm adults. However, if growers opt to treat the refuge while 
adult corn rootworm are present, then the MON 89034 x MON 88017 acres must 
be treated in a like manner. Microbial Bt insecticides cannot be applied to the 
refuge acres. 

2. Separate Refuge Option 

The Corn Rootworm Refuge: 

a) Refuge Size - Growers must plant a m1mmum of 20% non-com rootworm
protected corn (i.e., corn not containing Cry3Bbl protein) as a structured refuge. 
This refuge size applies throughout the US. This refuge should be planted with 
corn borer-protected com (e.g., MON 89034). A separate corn borer refuge also 
must be established (see Corn Borer Refuge below). 

b) Refuge Placement and Configuration - The refuge must be placed within or 
adjacent to the MON 89034 x MQN 88017 field. Refuge deployment options 
include continuous blocks adjacent to the MON 89034 x MON 88017 field, 
continuous blocks within the MON 89034 x MON 88017 field, strips around the 
MON 89034 x MON 88017 field, or strips within the MON 89034 x MON 88017 
field. When planting the refuge in strips, the strips must be at least four rows 
wide. 

c) Refuge Management- The refuge and MON 89034 x MON 88017 acres should 
be managed under comparable agronomic regimes. In· MON 89034 x MON 
88017 fields where corn is cropped continuously, refuge acres should be planted 
in a continuous cropping regime. The refuge may be placed on first-year com 
acres only if the MON 89034 x MON 88017 corn is planted on first-year com 
acres. Growers have the option of applying conventional insecticides or seed 
treatments to the com refuge for control of corn rootworm larvae and other soil 
pests. The refuge can also be treated with a non-Bt insecticide to control late 
season pests. However, if growers opt to treat the refuge while adult corn 
rootworm are present then the MON 89034 x MON 88017 acres must be treated 
in a like manner. Microbial Bt insecticides cannot be applied to the refuge acres. 

The Com Borer Refuge: 

a) Refuge Size -Growers in counties in which no cotton is grown (e.g., counties in 
the northern corn belt) must plant a minimum of 5% non-Bt corn as a structured 
refuge. Growers in counties in which cotton is grown must plant a minimum of 
20% non-Bt corn as a structured refuge. 

b) Refuge Placement and Configuration- The refuge must be placed within v~ mile 
(within \4 mile preferred) of the MON 89034 x MON 88017 and corn rootworm 
refuge fields. When planting the refuge in strips, the strips must be at least four 
rows wide. 

Monsanto Company 04-CR-172E-2 Page 15 of 20 



c) Refuge Management - Growers have the option of applying conventional 
insecticides or seed treatments to the refuge for control of corn rootworm larvae. 
Insecticide treatments for control of European corn borer, southwestern corn borer 
and corn earworm may be applied only if economic thresholds are reached for one 
or more of these target pests. Economic thresholds will be determined using 
methods recommended by local or regional professionals (e.g., Extension Service 
agents, crop consultants). Microbial Bt insecticides cannot be applied to the 
refuge acres. 

These refuge requirements will not apply to operations engaged in the propagation of 
inbred and hybrid seed corn. 

Monsanto Company 04-CR-172E-2 Page 16 of20 



MON 89034 corn refuge placement and configuration options: 

Examples of a Within Field Refuge: 

Ed es Stri s 

Example of an Adjacent and Separate Field Refuge Legend 

Adjacent: 
Separated by road, path, 
ditch, etc., but 
not by another field. 

Separate: ~ Yz Mile: 

I 
[j] MON 89034 Com 

~ Refuge Corn; 2: 4 rows wide 

~ Non-Bt crop 

• • Road, path, ditch, etc. 

MON 88017 corn refuge placement and configuration options: 

Examples of a Within Field Refuge 

Block 

Example of Adjacent Field Refuge 

Adjacent: 
Separated by road, path, ditch, etc., but 
not by another field. 

Monsanto Company 

Edges Strips 

[J MON 88017 Com 

~ Refuge Corn (2: 4 rows wide) 

• • Road, path, ditch, etc. 

04-CR-172E-2 Page 17 of20 



MON 89034 x MON 88017 corn: Common refuge placement and configuration 
options for MON 88017 and MON 89034 

Examples of Within Field Common Refuge for MON 88017 and MON 89034 

Block Edges 

Example of Adjacent Field Common Refuge 
for MON 88017 and MON 89034 

Adjacent: 
Separated by road, path, ditch, etc., but 
not by another field. 

Monsanto Company 

Strips 

Legend 

G:1j MON 89034 x MON 880 17 Com 

~ Refuge Corn(~ 4 rows wide) 

• • Road, path, ditch, etc. 
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MON 89034 x MON 88017: Separate refuge placement and configuration options 
for MON 88017 and MON 89034 

Examples of within field MON 88017 
and Separate Field MON 89034 Refuge 

Block Edges 

Example of Adjacent Field MON 88017 
and Separate Field MON 89034 Refuge 

Adjacent: 
Separated by road, path, ditch, 
etc., but not by another field. 

Monsanto Company 

Strips 

Legend 

G MON 89034 X MON 

E'J MON 88017 Refuge- MON 89034 
(;,:: 4 rows wide) 

~ MON 89034 Refuge (2.': 4 rows wide) 

12] Non~corn crop 

• 1 Road, path, ditch, etc. 
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CORN INSECTS CONTROLLED OR SUPPRESSED 

MON 89034 field corn, popcorn, and sweet corn produce the Bt proteins, Cry 1 A. lOS, 
Cry2Ab2, and Cry3Bb l, that control or suppress the following lepidopteran and 
coleopteran insects: 

European corn borer (Ostrinia nubilalis) 
Com earworm (Helicoverpa zea) 
Fall armywonn (Spodopterafrugiperda) 
Southwestern corn borer (Diatrea grandiosella) 
Southern cornstalk borer (Diatraea crambidoides) 
Sugarcane borer (Dlatrea saccharalis) 
Western corn rootworm (Diabrotica virgifera virgifera) 
Northern corn rootworm (Diabrotica barberi) 
Mexican corn rootworm (Diabrotica vlrgifera zeae) 

MON 89034 x MON 88017 is a product of Monsanto's research program offering unique 
genetic characteristics for specific grower needs and may be protected by one or more of 
the following U.S. Patents: 38-21(52905); 38-21 (53618); 4,940,835; 5, 164,316; 
5,188,642; 5, 196,525; 5,322,938; 5,359, 142; 5,633,435; 5,641 ,876; 5,717 ,084; 5,728,925; 
5,804,425; and 6,501,009. 
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EPA Questions Regarding Applications 524-L TL and 524-LTA to Register Insect

protected Corn MON 89034 and MON 89034 x MON 88017 

Monsanto Company 
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CONFIDENTIAL ATTACHMENT 

Author 

Natalia N. Bogdanova, D.V.M. 

Registrant Submission Date 
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Registrant Submitting 

Monsanto Company 
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St. Louis, MO 63167 
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EPA Registration File No. 524-575 (Vol. 1) 

Page is not included in this copy. 

Pages 234 through 236 are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process. 

Description of quality control procedures. 

Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

A draft product label. 

X The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA registration data. 

The document is a duplicate of page(s) 

The document is not responsive to the request. 

Proprietary information pertaining to the chemical 
composition of an inert ingredient provided by the source 
of the ingredient. 

Enforcement sensitive information. 

Attorney-Client Privilege. 

Claimed Confidential by submitter upon submission to the 
Agency. 

Internal Deliberative Information. 

* The information not included is generally considered confidential by product 
registrants. If you have any questions, please contact the individual who 
prepared the response to your request. 



Sharlene 
Matten/DC/USEPAIUS 

02/12/200712:31 PM 

To "BOGDANOVA, NATALIA N [AG/1000]" 
<natalia.n.bogdanova@monsanto.com> 

cc "BOGDANOVA, NATALIA N [AG/1000]" 
<natalia.n.bogdanova@monsanto.com>, Alan 
Reyno!ds/DC/USEPA/US@EPA, "REDING, H KEITH 

bee 

Subject Re: Notes from the phone conversation on February 6, 2007 
[] 

Natalia~~ Thank you for the phone conversation. I have a few corrections to the notes you 
have provided. See my comments in green below. Thanks. SRM 
~~~~~"BOGDANOVA, NATALIA N [AG/1000]" <natalia.n.bogdanova@monsanto.com> wrote: 

To: "BOGDANOVA, NATALIA N [AG/1000]" <natalia.n.bogdanova@monsanto.com>, 
Sharlene Matten/DC/USEPA/US@EPA, Alan Reynolds/DC/USEPAIUS@EPA 
From: "BOGDANOVA, NATALIA N [AG/1000]" <natalia.n.bogdanova@monsanto.com> 
Date: 02/08/2007 03:11PM 
cc: "REDING, H KEITH [AG/1000]" <h.keith.reding@monsanto.com>, "SCHNEIDER, 
RUSSELL P [AG/1920]" <russell.p.schneider@monsanto.com>, "LAHMAN, LINDA K 
[AG/1000]" <linda.k.lahman@monsanto.com>, Susanne Cerrelli/DC/USEPA/US@EPA, 
Mike Mendelsohn/DC/USEPAIUS@EPA 
Subject: Notes from the phone conversation on February 6, 2007 

Shariene, 

Thank you for a very mformative conversation yesterday. This message 1s to summarize 
the key points of the discussion to make sure we are in agreement. 

In order to mamta1n sweet corn m Monsanto's application to reg1ster MON 89034 and MON 
89034 x MON 88017 the fol!owmg plan was proposed: 

Sweet corn 
• In order to obta1n registration for sweet and popcorn a limited dataset should be 

provided. 

• Leaf expression data for MON 89034 that will be provided by Monsanto should be 
suff1c1ent to reta·m sweet com ·m the applicat"1on. EPA agrees we can collect 
expression data from the leaf of flowering MON 89034 sweet corn currently bemg 
grown m Hawaii. The leaf tissue is currently bemg harvested and the data is 
expected to be submitted to EPA m March 2007. 

• Limited efficacy data (leaf disk msect bioassay using ECB and FAW) will be also 
collected and provided to the Agency within similar timeframe. 

• If necessary, FAW and ECB efficacy can be confirmed in field efficacy trials at a 
single location in 2007~08. 

Comments on bullets 2~4: 

I didn't say just leaf expression data were adequate. What I said was that a leaf disc 
bioassay would be the first step one would need to support the sweet com use. I then 
said that Monsanto would need both field efficacy data and field expression data and that 



this could be done using the MON 8g034 sweet corn currently being grown in Hawaii and 
such data would be submitted in Fall2007. One would have to explain how these data 
would be representative of other mainland growing areas for sweet corn. In addition to 
leaf expression, one needs pollen expression, stalk expression, and ear expression for 
pests such as corn earworm, fall armyworm, and European corn borer (although I would 
expect this pest to be of lesser importance for sweet corn given where it is grown in the 
U.S.) at the appropriate plant developmental stages. 

• The timing of actions for sweet corn should not affect field corn regrstration PRIA 
date unless that data is submitted later that January 2008. Sharlene indicated that 
how the data submitted in March 2007 and later in 2007 to support the sweet corn 
use (insect resistance management issues) would affect the PRIA date needs to 
be discussed with Susanne Cerrelli and Mike Mendelsohn as well as any 
administrative.or regulatory question. 

Popcorn 
• Popcorn varieties of MON 89034 have not been developed yet. 
e Both field efficacy and expression data would need to be submitted at some future 

date to address insect resistance management should MON 89034 be registered 
for popcorn use. 

• Monsanto prefers that popcorn be retained in the registration request but as a 
condition of the registration, express ron and efficacy data must be provided before 
MON 3g034 can oe commercralized rn popcorn. Sharlene pointed out that without 
any data to support the popcorn use that this would be unlikely. She indicated 
that this issue should be discussed further with the RALs, Susanne Cerrelli and 
Mike Mendelsohn. 

Please, let me know it we understood each other correctly. Thank. you very much for your 
time and attention to MON 89034. 

Best regards, 

Natalia 

-----Original Message-----
From: BOGOANOVA, NATAUA N [AG/1000] 
Sent: Tuesday, February 06,200711:19 AM 
To: 'matten.sharlene@epa.gov' 
Cc: REDING, H KEITH [AG/1000]; SCHNEIDER, RUSSELL P [AG/1920] 
Subject: Information for today's discussion 

Sharlene, 

Here is the information we would like to discuss in the call this afternoon. 

EPA Discussion Points for MON 89034 Sweet Corn 

In a January 17, 2007 letter to Monsanto, EPA requested expression data on sweet corn and 
popcorn to perform an lRM assessment. 

• We can provide expression data on MON 89034 sweet corn by 
mid-March 2007. We currently have MON 89034 sweet corn growing in Hawaii. 
The plants are at the flowering stage. We plan to take leaf samples from up to 10 
plants and determine the dry weight expression ofCrylA.105 and Cry2Ab2. 

• Field com, popcorn and sweet com all belong to the taxonomic group 
Zea mays subsp. mays ; therefore, we expected that the expression level for sweet 



com and popcorn to be in the range seen for field com. 

• The proposed lRM plan for sweet com requires no structured refuge 
but rather destruction of the stalks after harvest, before the larvae can mature. 
Therefore, the expression level of the proteins should have no impact on the overall 
IRM plan. 

• MON 89034 has not been bred into popcorn at this time. However, we 
would like popcorn included on the label to allow for future use in popcorn. 

Look forward to talk to you. 

Natalia 

Na.to.lia N. Bagdanava, D.V.M. 
Regulatory Affairs Manager 
Monsanto Company 
800 North Lindbergh Blvd., 
St. Louis, MO 63167 

Tel. {314) 694-3143 
FAX {314) 694-3080 

This e-mail message may contain privl'leged and/or confidential information, and is intended 
to be received only by persons entitled to receive such information. If you have received this 
e-mail in error, please notify the sender immediately. Please delete it and all attachments 
from any servers, hard drives or any other media. Other use of this e-mail by you is strictly 
prohibited 

All e-mai/s and attachments sent and received are subject to monJforing, reading and 
archival by Monsanto. The recipient of this e-mail is solely responsible tor checking for the 
presence of "Viruses" or other ''Malware': Monsanto accepts no liability for any damage 
caused by any such code transmitted by or accompanying this e-mail or any attachment. 



BPPD WORK ASSIGNMENT #07-016 
ORNL lAG #89939652-01 
Date Mailed: Jan. 11, 2007 

PRIA Due Date: April 01, 2007 

I. Oak Ridge National Laboratory (ORNL) shall independently review the studies identified 
below and prepare for each study a Data Evaluation Record (DER). In addition to its 
scientific expertise, the ORNL shall use the appropriate OPP Test Guidelines, science policy 
documents and other guidelines and materials provided to ORNL for the purpose of training, 
orientation and guidance concerning the preparation ofDERs under the lAG. 

2. For technical/scientific questions that cannot be resolved by the ORNL without input from 
BPPD science staff, the ORNL shall contact: Patty Moe 

3. MR!Ds and Studies for this work assignment are as follows Susanne Cerrelli 703-308-8077 

EPA Reg. No. 
Product Name: 
Ingredients: 
Company: 

Company: 
Barcode 

335189 

335208 

335188 

DP 

Total Est. Hours 

524-L TA; L TL; 
MON89034 
Bacillus th 
Monsanto Com 

MRID# 

469513-06 

469514-15,30 

46953-04-05 

Study Type Est. Hours 
. 

fusect Resistance 30 

Non-target 
organisms 

I \30 

3 Transmittal dates for the First Draft of the DERs to BPPD shall conform generally to the 
A Working Days@ specified in ORNL Proposal #1834-SSII-AI. The Work Assignment 
Manager will review the proposed Transmittal and Dne Dates and negotiate a mutually 
acceptable schedule for EPA and ORNL for delivering the first draft of the DERs. For 
research reports that do not include estimated hours, please notify the Work Assignment 
Manager with and questions or hour estimates. 

F:\USER\SHARE\BPPD\Contracts and Grants\ORNL Contra.ct\Task 2007-016.do~ 



BPPD WORK ASSIGNMENT #07-016 
ORNL lAG #89939652-01 
Date Mailed: Jan. 11, 2007 

PRIA Due Date: April 01, 2007 

I. Oak Ridge National Laboratory (ORNL) shall independently review fue studies identified 
below and prepare for each study a Data Evaluation Record (DER). In addition to its 
scientific expertise, the ORNL shall use the appropriate OPP Test Guidelines, science policy 
documents and oilier guidelines and materials provided to ORNL for fue purpose of training, 
orientation and guidance concerning the preparation ofDERs under the lAG. 

2. For technicallscientific questions fuat cannot be resolved byfue ORNL wifuout input from 
BPPD science staff, fue ORNL shall contact: Patty Moe 

3. MRIDs and Studies for this work assigument are as follows Susanne Cerrelli 703-308-8077 

EPA Reg. No. 
Product Name: 
Ingredients: 
Company: 

Company: 
Barcode 

335!89 

335208 

335188 

DP 

Total Est. Hours 

524-LTA; LTL; 
MON89034 
Bacillus fu 
Monsanto Com 

MRID# 

469513-06 

469514-15,30 

46953-04-05 

I I 

Study Type Est. Hours 

Insect Resistance 30 

Non-target 
organisms 

\30 

3 Transmittal dates for the First Draft offue DERs to BPPD shall conform generally to fue 
A Working Days@ specified in ORNL Proposal #1834-S511-AI. The Work Assigument 
Manager will review fue proposed Transmittal and Due Dates and negotiate a mutually 
acceptable schedule for EPA and ORNL for delivering fue first draft offue DERs. For 
research reports that do not include estimated hours, please notify the Work Assignment 
Manager with and questions or hour estimates. 

F:\USER\SHARE\BPPD\Contraets and Granls\ORNL Contract\ Task 2007w016.doc~ 



OAKRIDGE NATIONAL LABORATORY 
MANAGED BY UT-BATTELLE FOR THE DEPARTMENT OF ENERGY 

April 2, 2007 

CUSTODY RECEIPT FOR FIFRA CONFIDENTIAL BUSINESS INFORMATION 

TO: Pamela Landis FROM: R. H. Ross, Group Leader 
Biopesticicies and Pollution Prevention Division 
Office ofPesticide Programs 

Toxicology and Hazard Assessment Group 
1060 Commerce Park 

U.S. Environmental Protection Agency 
One Potomac Yard 
2777 South Crystal Drive 
Arlin on, VA 22202 

INSTRUCTIONS: 

Oak Ridge, Tennessee 37830 
(865) 574-7797 FAX (865) 574-5353 
email rossrh@oml.gov 

1. Original of this receipt to be signed by recipient and returned to sender. 
2. Duplicate of this receipt to be retained by recipient 

Hours 

TASK 
No. MRIDNo. Chemical/Agent WAM Material Sent Status Est. Actual 

07-016 46951306 MON 89034 x MON 88017 Landis 5DERs Dnm 50 75 
46951430 5 Study reports 
46951304 1 Custody sheet 
46951415 I CD 
46951305 

I have personally received from the sender material, enclosures, and attachments as identified above. I assume full 
responsibility for the safe handling orage d transmittal of this material in accordance with e · ·ng F Confidential 
Business fu(mmation regulatio 



Nawlia N. Bogdanova, D.V.M. 
Regula/!)IY Affairs Manager 
(314) 694-3143 

MONSANTO 00 
MONSANTO COMPANY 

8oo NORTK liNDBERGK 8LVO 

ST.lOUIS, MiSSOURI 6)167 

http://www.monsanto.com 

CJ- Jt./f!;;;v/;.>5/l!IJ.5 
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February 5, 2007 fht/~r/&{•.··· 
Document Processing Desk 
Office of Pesticide Progmms (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-450 I 

'' J. 

'''' 
• I>> 

; ' ' Attn: Dr. Sheryl Reilly 

Subject: Memorandum of Understanding; EPA Petition Numbers 6F7142 and 6F7143; 
EPA File Symbols: 524-LTA and 524-LTL 

Dear Dr. Reilly, 

I would like to thank you and the other members of your team for meeting with Monsanto 
on January 25, 2007 to address reviewer's questions regarding the IRM plan proposed for 
Monsanto's second generation lepidopteran-protected com product MON 89034 (EPA 
FileSymbol524-LTL). 

The summary and conclusions from our conversatiou are provided below. Please add to 
or revise them if your understanding of the meeting differs. 

EPA Participants: 
Sheryl Reilly, Sharlene Matten, Mike Mendelsohn, Tess Milofski, Alan Reynolds, 
Susarme Cerelli, PaTticia Moe 

Monsanto Company Pa~iicipants: 
Russell Schneider, Linda Lahman, Graham Head, Natalia Bogdanova 

The discussion focused around the January 17, 2007 letter from EPA that outlined 
general questions and requests for information, and specific questions related to the 
proposed IRM plan for MON 89034. Graham Head presented an outline of the IRM plan 
and discussed the underlying data. QLtestions listed below (in italics) are quoted from the 
letter of January 17,2007. 

H 



Dr. S. Reilly 
February 5, 2007 

General questions: 

Page 2 of3 

I. The Insect resistance management (JRM) package for MON 89034 x MON 88017 is 
d~ficient. There is no bridging rationale provided that · ts-t'frf:'flOSeOnd efficacy o t e 
stacked product to that of each single gene produc or each tar et pest as justification 
for the proposed IRM plan for the stacked EJ:.Qduct. \"" +-· P :.x-: 

'-7?'-f' 
Monsanto will provide a bridging rationale that includes expressiOn and efficacy data 
against target pests by comparing single and combined trait products. 

2. Expression data are necessary for popcorn and sweet corn in order to pezjOrm the 
IRM assessment. 

As directed by EPA Monsanto will re-submit petitions to amend temporary tolerances for 
the Cry IA.l05 and Cry2Ab2 proteins with requests for permanent tolerances to s11pport 
the registration reqnest for MON 89034. In addition, Monsanto will extend the request to 
include all crops and commodities based on confirmation from EPA. This action has no 
impact on timelines for MON 89034. 

4. IRM-specific questions: 
a. What are the relative contributions of each toxin (i.e., dose of each toxin and 
selection)? Explain "dose" studies and yotlr assumptions about dominance and 
inheritance of resistance. 
b. How is Roush's model used for predicting resistance (relative contribution of 
each toxin) to ECB? What are the assumptions? 
c. What iriformation relative to each toxin, is being fitted to the Monsanto revised 
bollworm model? 

Graham Head addressed the above questions in the presentation. Monsanto will provide 
additional clarification on the methods used to assess the level of control (dose) conferred 
by each of the Cry!A.l05 and Cry2Ab2 components in MON 89034, and how these data 



) 

Dr. S. Reilly 
February 5, 2007 

Page3of3 

are incorporated into mathematical models for the different target pests. However, no 
additional data should be necessary. Monsanto will also provide the PowerPoint 
presentation that was used at the meeting. 

The following topics were also discussed: 

• Benefits data and content of a Public Interest Document (PID) that Monsanto 
provides to EPA for each product were discussed. Sharlene Matteo provided a 
handout with guidance on information the Agency would need, including the activity 
of our product on fall armyworm. Monsanto plans on submitting MON 89034 and 
MON 89034 x MON 88017 PIDs later this year. 

• The Agency indicated that it was helpful to the reviewer to have relevant background 
data such as expression in the lRM volume. Monsanto pointed out that Volume 2 of 
the submission contains a summary of the submission and can be used as reference 
for each study if necessary. 

Based on this conversation, Monsanto will provide responses to the questions posed in 
the EPA letter of January 17 within the next two weeks. 

We would appreciate an affirmation ofEPA's agreement with these notes. If you would 
like to discuss this memorandum of understanding, please contact Dr. Russ Schneider at 
(202) 383-2866 or me at (314) 694-3143. 

cc: Russ Schneider/Monsanto 
Monsanto Regulatory Files 

Sincerely, 

Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 



EPA/Monsanto meetin u 5,2007 

The Second Generation Lepidopteran-protected 
Corn Product MON 89034: IRM Considerations 

(Vector PV-ZMIR245) 

Dr. Natalia Bogdanova 
Dr. Graham Head 

Monsanto Company 

Monsanto Company 
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• Product Overview and Status 

• IRM considerations for MON 89034 

• Discussion 

Monsanto Company 2 
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Second Generati 
protected Corn: P 

_,, .. ~.~- ~-· .. -·~"·-·""""'~-~~ 

MON 89034 
• Vector PV-ZMIR245 

idopteran
Descri ption 

• Active Ingredients- Cry2Ab2 and Cry1A.1 05 
• Inert Ingredient - None 

MON 89034 x MON 88017 

• Produced by conventional breeding of MON 89034 and MON 
88017 
• Vectors PV-ZMIR245 and PV-ZMIR39 
·Active Ingredients- Cry2Ab2 and Cry1A.1 05, and Cry3Bb1 

----- ---------

• Inert Ingredient 
Monsanto Company 3 
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Product C ncept 

./ Increased spectrum of activity against lepidopteran 
insect pests compared to MON 810 

Ostrinia- ECB 
Diatrea- SWCB, SCB 
Additional activity: 
Spodoptera- FAW 
Helicoverpa - CEW 

./ IRM benefit: produce two Bt proteins, Cry1 A.1 05 and 
Cry2Ab2 

./ In addition: 
~ Combination with MON 88017 offers CRW 

protection and herbicide tolerance 

Monsanto Company 4 
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Current at us 
"~"""~"""""""""""""-·-~----------

v" Temporary tolerance exemptions for Cry1 A.1 05 and Cry2Ab2 
protein granted in June 2006 

v" Field testing ongoing under an EUP (524-EUP-97) 
v" Applications to register MON 89034 and MON 89034 x MON 

88017 submitted in September 2006 
v" Petitions to amend temporary tolerance exemptions for 

Cry1A.1 05 and Cry2Ab2 to remove time limitations submitted 
in November 2006 

Monsanto Company 5 
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verv1e 
----------------"""""""~"""""""" """~~----·----·-----

o The dual effective dose concept 

o MON 89034 as a dual effective dose 
product 

ill Low likelihood of cross-resistance 
between Cry1 A.1 05 and Cry2Ab2 

ill High level of control of key target pests 

o I RM considerations 

Monsanto Company 7 
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Dual Effective se Concept 

o For a product with two Bt proteins, the IRM 
benefit is greatest when Bts are not cross
resistant and each gives at least 95% 
control of target pests = Dual Effective Dose 

111 Value is considerable if at least one protein gives 
>95% control 

o Dual Effective Dose (OED) against key 
target pests: 

111 Demonstrate high level of control by each 
protein 

111 Demonstrate low probability of cross-resistance 

Monsanto Company 

--~-. 

~ 
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ith one B protein: 
Eliminate most of the resistant alleles from the population using a high dose 

-"~""""~"""""""~"""""_"_-=:..--==~"'"'-----

Possible Genotypes 
Resistance 

G Q 

Susceptible subpopulation Partially resistant subpopulation Resistant subpopulation 

The most effective way to eliminate resistant alleles is killing partially resistant insects 
because these Aa insects are much more common than the fully resistant aa insects" 

High dose is the concentration needed to kill the susceptible and partially resistant insects. 

9 
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ith two B rote ins: 
Eliminate most of the resistant alleles from the population using an effective dose of each protein 

Susceptible subpopulations - - Partially resistant 
subpopulations 

GG 
We assume that the two resistant loci assort independently. 

IRM goal is an effective 

AA I Bb\ or @ dose of both proteins to 
kill insects susceptible 
to either protein. This is 
because the insects we 
need to control in this 
case are those resistant 
or partly resistant to one 

G) or l Aa J BB I 
protein but susceptible 
to the other protein 
(AAbb, AABb, AaBB 
and aaBB). 

Resistant subpopulations 

G® 

Other resistant phenotypes 
are rarer (AaBb, Aabb, 
aaBb and aabb) and are less 
important. 

8G ~ 
~ ~ 

rn 
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(ID 
With two B roteins: 

(assume allele q = 0~002) 

AB Ab aB ab 

AB AABB AABb AbBB AaBb 
99.2 0.20 0.20 0.0004 

Ab AABb AAbb AaBb Aabb 
0.20 0.0098 0.0004 0.0000008 

aB AaBB AaBb aaBB aaBb 
0.20 0.0004 0.0004 0.0000008 

ab AaBb Aabb aaBb Aabb 
0.0004 0.0000008 0.0000008 0.0000000016 

--······-

Compared with one protein, where Aa = 0.4% and aa = 0.0004% 
11 

~. 



Dual Effective se Criteria 
-------------·~~--·-······-·· -~-~------·---------

o Modeling by Roush based on diamondback 
moth (DBM) genetics 

11111 Resistance is partially recessive (heterozygotes 
show some resistance) 

o Little or no cross-resistance and 95% control of 
susceptible insects is desired 

11111 If resistance is more recessive, then Dual Effective 
Dose products are even more durable 

o This modeling is the basis for the IRM decisions 
made for Bt cotton in Australia 

Monsanto Company 12 
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Durability of OED 
Durability of Single-

m 

I 5°/o Refuge ~ 
with 20'% Refuge 

--------------------~-----------------------
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Monsanto Company 
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low likelihood of ss~resistance 

Between Cry1A"1 and Cry2Ab2 
(com para b l~lQ_ ___ ! h:la rd_ll-=-::ca=s;.=.,e ),____ __ _ 

o Substantial sequence and structural 
differences suggest differences in mode 
of action 

o Differences in binding receptors and 
kinetics of binding 

o No significant cross-resistance of 
Cry2Ab2-resistant Helicoverpa armigera 
to Cry1 A.1 05 

Monsanto Company 14 
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f rior Use of No Significant lmpa 
Cry1 Ab~expressing n on MON 89034 

""-~-"---~"------------

o Differences in binding characteristics of 
Cry1Ab and Cry1A.1 05 

o No significant cross-resistance of Cry1 Ab
resistant ECB to Cry1 A.1 05 

o No evidence of increased Cry1 Ab
resistant allele frequencies in US 
populations of ECB, SWCB and CEW 
over the past decade 

Monsanto Company 15 
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Level of Control MON 89034: 
in vitro prot i assays 

~---~------------~---~---------

MICgo (ppm) 

Species Cry1A.105 Cry2Ab2 

ECB 0.36 3.40 

SWCB 5.40 28.4 

CEW 10.7 52.9 

o Compare with MON 89034 expression 
levels in leaf of 20-30 ppm for Cry1 A.1 05 
and Cry2Ab2 

Monsanto Company 16 
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Note the small size of surviving larvae. 
Monsanto Company 
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Level of Control MON 89034: 
Overall Co lusions 

-·~· ~··~--~------------

o ECB: OED (>>95o/o control from each 
protein) level of control 

o SWCB: approximately 95o/o control 
(probably greater) for Cry1 A.1 05 and 
approx. 90o/o control for Cry2Ab2 

o CEW: similar pattern to SWCB 

Monsanto Company 20 
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Modeling MON 8 
Corn 

34 Durability: 
elt 

·~~ ~~~~···~~~~~~~~·~~~-~~-~--~--------

o Conservatively fitted by the modeling of Roush 
that assumed partially recessive resistance (the 
DBM model) 

o ECB: level of control by each protein is so high 
that a refuge <<5% could still provide durability 
equivalent to current single-gene products 

o SWCB/CEW: level of control by each protein is 
approximately 95% (and CEW over-wintering is 
very limited in this region) so a 5% refuge 
supportable 

Monsanto Company 21 

~ 



Modeling MON 
Cotton-gro I g Region 

o Used modeling developed for Natural Refuge 
initiative to model CEW in the southern US 

o Assumed that Natural Refuge is granted for 
Bollgard II cotton and MON 89034 is fully 
cross-resistance to Bollgard II 

o 20o/o refuge gives 25 yr durability 

Monsanto Company 22 



IRM Plan for N 89034 
-····-~·~~-·-·-·--·-----------

o 5% refuge size proposed for the Corn Belt 
based on the two independent, highly effective 
modes of action of Cry1 A.1 05 and Cry2Ab2 

o 20% refuge size proposed for cotton-growing 
areas - complements CRW 

o I RM elements otherwise comparable to current 
products 

o Risk reduced relative to single-gene products 
with current refuge sizes 

Monsanto Company 23 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

November 17, 2006 

PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT 
Or Pay On-Line at www.Pay.Gov (See Below for Details) 

OPP Decision Number: D-371189 
EPA File Symbol or Registration Number: 524-LTL 
Product Name: MON 89034 
EPA Receipt Date: 29-Sep-2006 
EPA Company Number: 524 
Company Name: MONSANTO COMPANY 

RUSSELL P. SCHNEIDER 
MONSANTO CO 
MONSANTO COMPANY 
1300 I STREET, NW, SUITE 450 EAST 
WASHINGTON, DC 20005 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee-- Revised 

Dear Registrant: 

The Office of Pesticide Programs has received your application for registration. If you 
submitted data with this application, the results of the PRN-86-5 screen will be communicated 
separately. During the administrative screen, the Office of Pesticide Programs has determined 
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide 
Registration Improvement Act. 

The Action previously identified as B81 has been reclassified as Action Code: B81.2 

PIP;REGISTER NEW AI; TEMP. TOLERANCE/EXEMPTION EXISTS SAP 
REQUIRED;INCREASED PRIA FEE: Two Als; 

The fee for this aciton us $630,000. Payment in the amount of$315,000 has been received. 
Please remit additional payment in the amount of $315,000. 

By USPS: 
USEPA Washington Finance Center 
Pesticide Registration Service Fee 
PO Box 360277 
Pittsburgh, PA 15251 



By Courier: 
U.S. EPA Washington Finance Center 
Pesticide Registration Service Fee 
C/0 Mellon Client Service Center 
500 Ross Street, Room 670 
Box 360277 
Pittsburgh, PA 15251-6277 
Attn: EPA Module Supervisor 
Telephone: ( 412) 236-2294 

All payments must be in United States currency by check, bank draft, or money order 
drawn to the order of the Environmental Protection Agency. To ensure proper credit, please 
write the OPP DECISION NUMBER on your check, and enclose a copy of this letter with your 
payment. 

Effective November 1, 2006, fees may be paid on-line via credit card or electronic fund 
transfer. To submit a payment on-line, visit www.pay.gov. From the pay.gov home page, 
select "search by form name." From the next page, select "P,'' then click on "Pesticide 
Registration Improvement Act. Fee Payment" and complete the form, making certain to 
use the decision number and registration number on the invoice you receive from the 
Pesticide Program in the space provided. 

You may be eligible for a full or partial waiver of the registration service fee if, for example, 
you qualifY as a small business or are applying for a minor use, or if your application is solely 
associated with an IR-4 tolerance petition. Please be advised that if you intend to request a 
waiver, you must do so in writing within 15 days of receipt of this invoice instead of remitting 
the amount indicated above. OPP will not consider waiver requests after the registration service 
fee has been paid. Information regarding eligibility and how th request and document a fee 
waiver is available on the OPP Fee for Service web site at www.epa.gov/pesticides/fees. 

Please send Registration Service Fee Waiver requests to: 

By USPS: 
Document Processing Desk (WAIVER) 
Office ofpesticide Programs (7504C) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Ave NW 
Washington, DC 20460 

By Courier: 
Document Processing Desk (WAIVER) 

Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 

Room 266A, Crystal Mall #2 
1801 S. Bell St. 
Arlington, VA 22202 



A PRIA decision time review period will not start until a fee waiver is granted and/or the 
Agency receives certification that the outstanding fee has been paid. If the Agency does not 
receive certification of payment for this action or a fee waiver request within the next 45 days, 
the Agency will presume that you no longer want to pursue this action. The Agency will then 
initiate a process that may result in administrative withdrawal of this action. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-8260. 



Patricia Moe/DC/USEPA/US 

11/16/2006 t2:13 PM 

To John Jamula/DC/USEPA/US 

Sheryl Reilly/DC/USEPA/US, Robert cc 
TorlatDC/USEP.AJUS@EPA 

bee 

Subject 524~L Tl revised billing 

JJ; I am sorry, but I have a correction to make on a coding'billing for a PIP. 

524-LTL was coded as a 881 Man 89034* should have been charged for2 new ais (that is, 881 x2 ). 

There is also the a stacked product (524-LTA) which came in at the same time. this registrations is a 
child and will not be charged (per our policies regarding parent-children). 

The registrant has already paid for the one 881. 

Please let me know if you need any additional information. Patty 

*This is a chimeric Cry1A.105 x 2Ab2 and is the first time each has been registered in corn 

Patricia Moe 
Team Leader 
Microbial Pesticides Branch 
Biopesticides and Pollution Prevention Division 
Office of Pesticide Programs/ U.S. EPA 
phone: 703-305-0744 
FAX: 703-308-7026 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

December 5, 2006 

PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT 
Or Pay On-Line at www.Pay.Gov (See Below for Details) 

OPP Decision Number: D-371 I 89 
EPA File Symbol or Registration Number: 524-LTL 
Product Name: MON 89034 
EPA Receipt Date: 29-Sep-2006 
EPA Company Nmnber: 524 
Company Name: MONSANTO COMPANY 

RUSSELL P. SCHNEIDER 
MONSANTO CO 
MONSANTO COMPANY 
1300 I STREET, NW, SUITE 450 EAST 
WASHINGTON, DC 20005 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee-- Revised 

Dear Registrant: 

The Office of Pesticide Programs has received your application for registration. If you 
submitted data with this application, the results of the PRN-86-5 screen will be communicated 
separately. During the administrative screen, the Office of Pesticide Programs has determined 
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide 
Registration Improvement Act. 

The Action has been identified as Action Code: 881.2 

PIP;REGISTER NEW AI;TEMP. TOLERANCE/EXEMPTION EXISTS SAP 
REQUIRED;INCREASED PRIA FEE: Two Ais; 

The fee associated with this action is $420,000. Payment in the amount of$315,000 has been 
received. Please remit additonal payment in the amount of$105,000 to: 

By USPS: 
US EPA Washington Finance Center 
Pesticide Registration Service Fee 
PO Box 360277 
Pittsburgh, P A 15251 



By Courier: 
U.S. EPA Washington Finance Center 
Pesticide Registration Service Fee 
C/0 Mellon Client Service Center 
500 Ross Street, Room 670 
Box 360277 
Pittsburgh, PA 15251-6277 
Attn: EPA Module Supervisor 
Telephone: (412) 236-2294 

All payments must be in United States currency by check, bank draft, or money order 
drawn to the order of the Environmental Protection Agency. To ensure proper credit, please 
write the OPP DECISION NUMBER on your check, and enclose a copy of this letter with your 
payment. 

Effective November 1, 2006, fees may be paid on-line via credit card or electronic fund 
transfer. To submit a payment on-line, visit www.pay.gov. From the pay.gov home page, 
select "search by form name." From the next page, select "P," then click on "Pesticide 
Registration Improvement Act. Fee Payment" and complete the form, making certain to 
use the decision number and registration number on the invoice you receiye from the 
Pesticide Program in the space provided. 

You may be eligible for a full or partial waiver of the registration service fee if, for example, 
you qualifY as a small business or are applying for a minor use, or if your application is solely 
associated with an IR-4 tolerance petition. Please be advised that if you intend to request a 
waiver, you must do so in writing within 15 days of receipt of this invoice instead of remitting 
the amount indicated above. OPP will not consider waiver requests after the registration service 
fee has been paid. Information regarding eligibility and how th request and document a fee 
waiver is available on the OPP Fee for Service web site at www.epa.gov/pesticides/fees. 

Please send Registration Service Fee Waiver requests to: 

By USPS: 
Document Processing Desk (WAIVER) 
Office ofPesticide Programs (7504C) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Ave NW 
Washington, DC 20460 

By Courier: 
Document Processing Desk (WAIVER) 

Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 

Room 266A, Crystal Mall #2 
1801 S. Bell St. 
Arlington, VA 22202 



A PRIA decision time review period will not start until a fee waiver is granted and/or the 
Agency receives certification that the outstanding fee has been paid. If the Agency does not 
receive certification of payment for this action or a fee waiver request within the next 45 days, 
the Agency will presume that you no longer want to pursue this action. The Agency will then 
initiate a process that may result in administrative withdrawal of this action. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-8260. 

Sincerely, 

Front End Processing Staff 
Information Technology & Resources Management Division 



Janet 
Andersen/DC/USEP A/US 

12/04/2006 03:56 PM 

That will be great Thanks. 
John Jamula/DC/USEPA/US 

Janet, 

John Jamula/DC/USEPA/US 

t210412006 03:3 t PM 

To John Jamula/DC/USEPAIUS@EPA 

Diana Hudson/DC/USEPAIUS@EPA, Patricia 
cc Moe/OCIUSEPA/US@EPA, Sheryl 

Reilly/DC/USEPAIUS@EPA 
boo 

Subject Re: Renegotiation on PRIA fee~ 

To Janet Andersen/DC/USEPAIUS@EPA 

Diana Hudson/DC/USEPAIUS@EPA, Patricia 
cc Moe/DC/USEPAIUS@EPA, Sheryl 

Reilly/DC/USEPAIUS@EPA 
Subject Re: Renegotiation on PRIA fee~ 

Because there is only one decision record wtftch can accommodate one action code here is what I 
propose to do. 

Monsanto was originally billed for $630,000 ( 881.2 two new ai's). They paid $315,000. I can adjust the 
original bill to $420,000 by applying an administrative discount and send an invoice for1he remaining 
$105,000. Would that work for you? 

JJ> 

Janet Andersen/DC/USEPA/US 

Janet 
Andersen/OC/USEPAIUS 

1210412006 03:16PM 
To John Jamula/DC/USEPAIUS@EPA 

Patricia Moe/DC/USEPAIUS, Diana 
cc Hudson/OC/USEPA/US@EPA, Sheryl 

Reilly/DC/USEPA/US@EPA 
Subject Renegotiation on PRIA fee 

InvoiceD 371189 has a 881 and a 881.2 wNh it. 881 stays as is at $315,000. But 881.2 should go down 
to $105,000 based on the work we have already done on the pes1icidal pro1ein Monsanto is ready to cut 
the check with the new invoice. Thanks. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

October 10,2006 

PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT 

OPP Decision Number: D-371189 
EPA File Symbol or Registration Number: 524-LTL 
Product Name: MON 89034 
EPA Receipt Date: 29-Sep-2006 
EPA Company Number: 524 
Company Name: MONSANTO COMPANY 

RUSSELLP. SCHNEIDER 
MONSANTO CO 
MONSANTO COMPANY 
1300 I STREET, NW, SUITE 450 EAST 
WASHINGTON, DC 20005 

OFFICE OF 
PREVENTION, PESfJCIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your application for registration. If you 
submitted data with this application, the results of the PRN-86-5 screen will be communicated 
separately. During the administrative screen, the Office of Pesticide Programs has determined 
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide 
Registration hnprovement Act. 

The Action has been identified as Action Code: B81 

PIP;REGISTER NEW AI;TEMP. TOLERANCE/EXEMPTION EXISTS SAP REQUIRED; 

Please remit payment in the amount of:$ 315,000 to: 

By USPS: 
USEPA Washington Finance Center 
Pesticide Registration Service Fee 
PO Box 360277 
Pittsburgh, PA 15251 



By Courier: 
U.S. EPA Washington Finance Center 
Pesticide Registration Service Fee 
C/0 Mellon Client Service Center 
500 Ross Street, Room 670 
Box 360277 
Pittsburgh, PA 15251-6277 
Attn: EPA Module Supervisor 
Telephone: (412) 236-2294 

All payments must be in United States currency by check, bank draft, or money order 
drawn to the order of the Environmental Protection Agency. To ensure proper credit, please 
write the OPP DECISION NUMBER on your check, and enclose a copy of this letter with your 
payment. 

You may be eligible for a full or partial waiver of the registration service fee if, for example, 
you qualify as a small business or are applying for a minor use, or if your application is solely 
associated with an IR-4 tolerance petition. Please be advised that if you intend to request a 
waiver, you must do so in writing within 15 days of receipt ofthis invoice instead of remitting 
the amount indicated above. OPP will not consider waiver requests after the registration service 
fee has been paid. Information regarding eligibility and how th request and document a fee 
waiver is available on the OPP Fee for Service web site at www .epa.gov/pesticides/fees. 

Please send Registration Service Fee Waiver requests to: 

By USPS: 
Document Processing Desk (WAIVER) 
Office ofpesticide Programs (7504P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Ave NW 
Washington, DC 20460 

By Courier: 
Docmnent Processing Desk (WAIVER) 
Office ofpesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202 

A PRIA decision time review period will not start until a fee waiver is granted and/or the 
Agency receives certification that the outstanding fee has been paid. If the Agency does not 
receive certification of payment for this action or a fee waiver request within the next 45 days, 
the Agency will presume that you no longer want to pursue this action. The Agency will then 
initiate a process that may result in administrative withdrawal of this action. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-8260. 

;7 

Si:~ely,~/· ~ 
-~ . ._, ~ 7'.40 / 

-....- - .::. --<...-- '47£ /De_, ~c..____ 
ont End Proces ·ng Staff 

/ 
Informa/ hnology & Resources Management Division 

" 



NEW APPLJCA TIONS 

DATE: ~6~------------

FILE NUMBER: 6~1/- .Lr L _____ _ 

FEP (OPPIN ENTRY): 

FILE ROOM: -'u=' _ __:_/.:_:_0 j!.LLI/~.::.rOJo __ _ 

(Initial & date) 

SIG: iCz micYLCJuot 
(Initial & date) 

FILE ROOM: _yw 10- I::J-o(., 

(Initial & date) 

--4-- ASSIGN TO PM 1~ 



Submission for 

Biopesticides and Pollution Prevention 
. Division (BPPD) 

MRID# 1&15JLj 

Deliver to Patricia Moe after coding 



MONSANTO 

Natalia N. Bogdanova, D.V.M. 
Regulatory Affairs Manager 
(314)-694-3143 

' 

September 28, 2006 

Document Processing Desk (EUP) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

MONSANTO COt~PANY 

1}00 I (EYE) STROH, NW 

Su<H 450 EAST 

WASHINGTON, D.C. lOOOj-72'< 

PKONE (202) 78)-2460 

FAX (202) 789-1819 

http:/ /lvww.monsar.to.com 

Subj: Application for the registration of the plant-incorporated protectant Bacillus thuringiensis 
CrylA 105 and Cry2Ab2 proteins produced in MON 89034 

Dear Dr. Reilly: 

Please find enclosed an application for the registration of the plant-incorporated protectant 
Bacillus thuringiensis (Bt) CrylA.l05 and Cry2Ab2 proteins and the genetic material necessary 
for their production in the com product MON 89034. MON 89034 is a second-generation 
product that produces the CryiA.l05 and Cry2Ab2 proteins, which together control a wider 
spectrum of lepidopteran pests and offer an enhanced insect resistance management (IRM) tool 
compared to the current lepidopteran-protected corn product MON 810. 

EPA established temporary exemptions from the requirement of a tolerance for the Cry!A.l05 
and Cry2Ab2 proteins and the genetic material for their production in corn (40 CFR § 174.453 
and 40 CFR §174.454, respectively). The results of the safety assessment demonstrated that the 
CrylA.l05 and Cry2Ab2 proteins as produced in MON 89034 will not pose any significant risk 
to human health or to the environment. 

This application includes the following documents that, for purposes of placement in the PuDJi:. 
Docket, have been classified as 'A' (non-confidential documents that can be released to the 
public), 'B' (data subject to the provisions ofFIFRA Section lO(g) and therefore protected '"'rc-m 
disclosure to multinational or foreign pesticide producers), or 'C' (cor:fidca:ial busir,ess 
information). In addition, pdf files are included on a CD-ROM for placing dvcumellts cleoss1fierl 
as 'A' on the Edocket. The redacted version of the Administrative volume (.pat file) for the 
Edocket excludes the data matrix (agency internal use copy) and confidential attac~lTJte:nl. 

Complete description of this submission by category is provided in the attachn't"rt t0 this Jette:-. 

Monsanto Company 06-CR-172E-l 

sc_ 
489514-0, 



Dr. S. Reilly 
Sept 28, 2006 
Page 2 of 5 

It is Monsanto's understanding that the following fee category and amount is appropriate based 
on the June 2, 2005 Federal Register notice for Pesticide fees and Decision Times; 

• Fee category B81: Register new AI, temporary tolerance or exemption exists, SAP 
required; 

• Fee Category Amount $315,000 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (314-694-
3143). 

Sincerely, 

~ ....... ,NVII'<VIL- "'·· ) 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EPAJOPP/BPPD 
Russell Schneider, Monsanto 
Monsanto Regulatory Files 

Monsanto Company 06-CR-172E-l 



Dr. S. Reilly 
Sept 28, 2006 
Page3 of5 

Volume 

N/A 
N/A 

l 
l 

l 
2 
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4 
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7 
' 
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I 
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lO 

I 
ll 
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Category 

A 
A 
A 
c 
A 
B 

B 

B 

B 

B 

B 

B 

B 

B 

B 

Monsan1o Company 

ATTACHMENT 

Document Hard .pdf file for 
Copy Edocket 

Cover letter -,J -,J 
Transmittal document -,J -,J 
Administrative volume -,J 
Confidential stateinent of formula -,J 
Administrative volume (redacted copy) -,J 
Human Health and Environmental -,J 

' Assessment of the Plant-Incorporated 
Protectant Bacillus thuringiensis 
CrylA.l 05 and Cry2Ab2 Proteins 
Produced in ComMON 89034. 

Molecular Analysis of ComMON -,J 
89034. 

Assessment of the CrylA.l05 and -,J 
Cry2Ab2 Protein Levels in Tissues of 
Insect-Protected ComMON 89034 
Produced in 2005 U.S. Field Trials. 
Characterization of the Cry2Ab2 Protein -,J 
Purified from the Com Grain ofMON 
89034 and Comparison ofthe 
Physicochemical and Functional 
Properties of the Plant-Produced and E. 
coli-Produced Cry2Ab2 Proteins. 
Evaluation of the Functional Equivalence -,J 

. 
of the Cry2Ab2 Protein Produced in E. 
coli andBt Against a Sensitive 
Lepidopteran Species. 
An Acute Oral Toxicity Study in Mice -,J 
with Crv2Ab2 Protein. 
Assessment of the in vitro Digestibility -,J 
of the Cry2Ab2 Protein in Simulated 
Gastric Fluid. 
Assessment of the in vitro Digestibility -,J 
of the CrylA.l05 Protein in Simulated 
Intestinal Fluid. I 
Assessment of the in vitro Digestibility -,J I 
of the Cry2Ab2 Protein in Simulated 

,--~·-j Intestinal Fluid. 
·-

Bioinformatics Evaluation of the -,J ' 
CrylA.l05 Protein Utilizing the AD6, 
TOXINS, and ALLPEPTIDES 
Databases. 

- - - j 

06-CR -172E-1 



Dr. S. Reilly 
Sept 28, 2006 
Page 4 of5 

Volume 

12 

13 

14 

15 

16 

17 

18 

I 
19 

20 

21 

Category 

B 

B 

B 

B 

B 

B 

B 

B 

B 

B 

Monsanto Company 

Document Hard . pdf file for 
Copy Edocket 

Blolnfonnatics Analysis of the Cry2Ab2 -,/ 
Protein Utilizing the AD6, TOXINS, and 
ALLPEPTIDES Databases. 
Comparison of Broiler Performance and -,/ 
Carcass Parameters \Vhen Fed Diets 
Containing MON 89034, Control or 
Commercial Com. 
Spectrum of Insecticidal Activity of -,/ 
Bacillus thuringiensis CrylA.l 05 
Protein. 
Spectrum of Insecticidal Activity of -,/ 
Bacillus thurinziensis Cry2Ab2 Protein. 
Assessment of the Efficacy of -,/ 
Lepidopteran-protected Corn MON 
89034 and MON 89597 Against Major 
Insect Pests in United States, ·Puerto Rico 
and Argentina During 2003-2004 
Seasons. 
Evaluation of Dietary Effects of -,/ 
Lyophilized Leaf Tissue from Corn 
MON 89034 in a Chronic Exposure 
Study with 
Collembola (Folsomia candida). 
Evaluation of Exposure to MON 89034 -,/ 
With the Cladoceran Daphnia magna: 
An Acute Static-renewal Test With Com i 

Pollen. 
Evaluation of Potential Effects of -,/ 
Exposure to Cry1A.105 Protein in an 

I 

Acute Study with the Earthworm in an 
Artificial Soil Substrate. 
Evaluation of the Dietary Effect(s) of a -,/ 
CrylA.l 05 Protein on Honeybee Larvae I 

I (Avis mellifera L). 
' Evaluation of the Dietary Effect(s) of a -,/ 

! 
CrylA.l 05 Protein on Adult Honeybees 

! (Apis mellifera L). 

06-CR-172E-1 



Dr. S. Reilly 
Sept 28, 2006 
Page 5 of 5 

Volume 

22 

23 

24 

25 

26 

27 

28 

I 
29 

30 

31 

I 

Category 

B 

B 

B 

B 

B 

B 

B 

B 

B 

B 

Monsanto Company 

Document Hard .pdf file for 
Copy Edocket 

Evaluation of Potential Dietary Effects of " CrylA.l05 Protein on the Ladybird 
Beetle, Coleomegilla maculata 

)(Coleovtera: Coccinellidae). 
Evaluation of Potential Dietary Effects of " Cry2Ab2 Protein on the Ladybird Beetle, 
Coleomegilla maculata (Coleoptera: 
Coccinellidae). 
Evaluation of Potential Dietary Effects of I " CrylA.l 05 Protein on Minute Pirate 
Bugs, Orius insidiosus (Hemiptera: 
Anthocoridae). ' 
Evaluation ofPotential:Dietary Effects of " Cry2Ab2 Protein on Minute Pirate Bugs, 
Orius insidiosus (Hemiptera: 
Anthocoridae). 
Evaluation of Potential Effects of " Exposure to CrylA.l 05 Protein in an 
Acute Study with the Parasitic Wasp, 
Ichneumon promisson·us (Hymenoptera: 
Ichneumonidae). 
Evaluation of Potential Effects of " Exposure to Cry2Ab2 Protein in an I 
Acute Study with the Parasitic Wasp, 
Ichneumon promissorius (Hymenoptera: 
lchneumonidae). 
Evaluation of Potential Dietary Effects of " ' 
MON 89034 with the Northem 
Bobwhite: an Eight-day Dietary Study 
with Com Grain. 
Aerobic Soil Degradation of the Purified " Cry2Ab2 and CrylA.l 05 Proteins. 
Endangered Species Risk Assessment for " ComMON 89034. 
Insect Resistance Management Plan for " 

I 

Second Generation Lepidopteran- I 
Protected Com, MON 89034. I ! ' 

06-CR -172E-1 



LIST OF SUBMITTED DOCUMENTS 

Administrative Materials 

Volume 1. Administrative Materials for the Application to Register the Plant
Incorporated Protectant, Bacillus thuringiensis CrylA.105 and Cry2Ab2 
Proteins and the Genetic Material (Vector PV -ZMIR245) Necessary for their 
Production in MON 89034 (OECD Unique Identifier: MON-89034-3). 

MRIDNumber~·--------------

Product Summarv 

Volume2. Bogdanova, N.N. 2006. Human Health and Environmental Assessment of 
the Plant-Incorporated Protectant Bacillus thuringiensis Cry1A.105 and 
Cry2Ab2 Proteins Produced in ComMON 89034. 

MRID Number ______ 4_8_9_5_1_40_1 _____ _ 

Product Characterization 

Volume3. 

Volume4. 

Rice, J.F., B.J. Wolff, J.R, Groat, N.K. Scanlon, J.C. Jennings, and J.D. 
Masucci. 2006. Amended Report for MSL-20072: Molecular Analysis of 
ComMON 89034. Monsanto Technical Report MSL~20311. 

MRID Number ______ 4_8_95_1_4_0_2 _____ _ 

Hartmatm, AJ., K.E. Niemeyer, and A. Silvanovich. 2006. Assessment of 
the Cry1A.I05 and Cry2Ab2 Protein Levels in Tissues oflnsect-Protected 
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ABBREVIATIONS AND DEFINITIONS 

Bt I Bacillus thuringiensis ---------- - -
CBI I Confidential business information -------------- -- ----
CFR U.S. Code of Federal Regulations ____ ------
CSF 
~----------

, Confidential Statement ofFonpula 
i A chimeric protein comprised of sequences from the naturally 
! occurring Cry lAb, CrylF, and Cry lAc proteins from Bacillus 

J;fl'1Al05 
_ c_fl'2Ab~---

----~-thuringiensis __ -:-:-
i A crystal protein derived from BaciJLus thuringiensis sy_!?~. kurstal£f _ 

EPA U.S. Environmental Protection Ag~--
-··-----~----··-·-

FlFRA ------------ Federal Insecticide, Funcricide, and Rodenticide Act 
IRM Insect resistance management --------·-----·--------- ---·- --

A Monsanto com product, and the subject of this application for 
registration, that produces the insecticidal Bacillus thuringiensis 

MON 89034 Cry!A.l05 and Cry2Ab2proteins 
MRID EPA master record identification number 

"" 

NTO Nontarget organism 
PR Notice EPA Pesticide Registration notice 

! Deoxyribonucleic acid vector (genetic material) used in the 
PV-ZMIR245 i transformation of com to produce MON 89034 

, ''' 
0,'' 

, ) '' 
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CONFIDENTIAL STATEMENT OF FORMULA 

{CBI Cross Reference Number 1} 
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II&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this ccllection of information is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for i special re\liew activities, including time for reading the instrucUons and completing the 

forms. Send i ti aspect of this collection of information, including suggestions for reducing the 
~- __ ·: ·- _ ~--~L , ): 11_.0::_· Environmental Protection Agency, 401 M Slreet, S.W., washington DC, 20460. 
uoool """"" jfocm <o <hi' odd,<, • - -

r 1 with 
Applicant's/Registranrs Name, Address, and Telephone Number: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 

I (314)~"' 43 
( Active I i representative r 

'o! Data 
EPA Registration Number I File Symbol: 

524-XXX 

Date: 
and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245} Necessary for September 28, 2006 

• > in MON : J Unique 
General Use Pattern(s) (list alllhose claimed for this product using 40 CFR Part 158: Product Name: 

I field cmo 

100% 
i; form. Your 

I MON 89034 

EPA-registered product labeled for all the same uses on your label, you do not 

D 1: Notice, and have included with this form a list of compan"1es sent offers of compensation (the Data Matrix form 

D 

i 1 1: l OF DATA~1 
I am using the cite-all method of support, and have included with 
this form a list of companies sent offers of compensation (the 
Data Matrix Form should be used for this purpose). 

' II: 

one 1 onlvl 
!La-~ u_sin.~ the selective method of support (or cite-all option under 

I ti method), and have included with this form a 
j list of data requirements (the Data Matrix form must be 

:TO PAY 

D [Required if using I he cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements) 

II j "'" <o 1 . . . ~lhl' II I '· <o lhee"oo"equlred I 

the r'' tt~i~; , i ~-forr i i ~~~~~~~el_ 1
11 

,orthisl ii i 3i1~, i II ti 
1

u'!d:rl rc;teoiin 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have 
obtained the written permission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am the original data 
submitter; (b) I have obtained the permission of the original data submilter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the stUdy; (d) the sludy is in the public literature; (e) I have notified in writing the company that submitted the study and 
have offered (1) lo pay compensation to lhe extent required by secf1ons 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (ii) lo commence negotiations to 
determine the amount and terms of compensation, if any, lobe paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance wilh sections 3(c)(1 )(F) and/or 3(c)(2)(B) of FIFRA are available and will be sub mated to the Agency upon request. Should :•fa: I ~oyroduce 
such evidence to the·Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend I he registratiorl 'lLMr,product in 
conformity wilh FIFRA. 

I ~rtJ~-that the statements I have made on this form and all at1achments to It are true, accurate, and 
i I rl i tebvfir 1 1 tofl 

• _ ~-'·' acknowteCge that any 
I· 

Signature Date 

t.A"4~-? ~ +/&~..:~.#'- September 28,2006 

Typed or PrintdJ ;~din~ and Tille 

EPA Form 8570-34 (9-g7) Eleclron1c and Paper Vers1ons avarlable. Submrt only Paper vers1on. 
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MRIDNumber 

Volume 4. Hartmann, A.J., KE. Niemeyer, and A. Silvanovich. 2006. Assessment of 
the CrylA.lOS and Cry2Ab2 Protein Levels in Tissues oflnsect-Protected 
ComMON 89034 Produced in 2005 U.S. Field Trials. Monsanto Technic.al 
Report MSL-20285. 

~ o"':, 
MRlDNumber _____________ _ 
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Protein Safetv 

Volume 5. Kanmanandaa, K., J.J. Thorp, M.E. Goley, S.L. Levine, and A. Silvanovich. 
2006. Characterization of the Cry2Ab2 Protein Purified from the Com Grain 
of MON 89034 and Comparison of the Physicochemical and Functional '{?_1(:-
Propetiies of the Plant-Produced and E. coli-Produced Cry2Ab2 Proteins. 
Monsanto Technical Report MSL-20071. 

MRID Number _________ ~ __ o_'{_-__ _ 

Volume 6. Levine, S.L. and J. Uffinan. 2006. Evaluation of the Functional Equivalence 
of the Cry2Ab2 Protein Produced in E. Coli and Bt Against a Sensitive 
Lepidopteran Species. Monsanto Technical Report MSL-20132. 

Volume 7. 

Volume 8. 

Volume 9 

MRIDNumber __________ O_~----

Bonnette, K.L. 2006. An Acute Oral Toxicity Study in Mice with Cry2Ab2 
Protein. Monsanto Study CR0-2005-049. 

-OG 
MRIDNumber _______________ _ 

Kapadia, S.A. and E.A. Rice. 2006. Assessment of the in vitro Digestibility 
of the Cry2Ab2 Protein in Simulated Gastric Fluid. Monsanto Technical 
Rep01i MSL-1993 L 

MRID Number ______________ ~ 

Kapadia, S. and E.A. Rice. 2005. Assessment of the in vitro Digestibility of 
the CrylA.105 Protein in Simulated Intestinal Fluid. Monsanto Technical 
Report MSL-19930. 

MRID Number ________________ _ 

Monsanto Company TransmiUa] Document Page 3 of 8 
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Volume 10 Thorp, ll and M.E. Goley. 2006. Assessment of the in vitro Digestibility of 
the Cry2Ab2 Protein in Simulated Intestinal Fluid. Monsanto Technical 
Report MSL-19938. 

MRID Number ____________ -_--__,Oe:'--1------

Volume 11. McClain, J.S. and A. Silvanovich. 2006. Bioinformatics Evaluation of the {.J::: 
CrylA.l05 Protein Utilizing the AD6, TOX1N5, and ALLPEPTIDES 
Databases. Monsanto Technical Report MSL-20351. 

MRID Number _________ -~;'-· _0 __ _ 

Volume 12. McClain, J.S. and A Silvanovich. 2006. Bioinformatics Analysis of the 
Cry2Ab2 Protein Utilizing the AD6, TOX1N5, and ALLPEPT!DES 
Databases. Monsanto Technical Report MSL-20307. 

MRID Number ________ :_--__ /_! ___ _ 
. ' 

Volume 13. Davis, S.W. 2006. Comparison of Broiler Performance and Carcass l 'ZJ-6 ) 
Parameters When Fed Diets Containing MON 89034, Control or Commercial 
Com. Monsanto Study 05-01-50-13, Amended Report. 

MR!DNumber _______________ _ 

Insecticidal Activity 

Volume 14. MacRae, T.C., C.R. Brown, and S.L. Levine. 2006. Spectrum ofinsecticidal 
Activity of Bacillus thuringiensis CrylA.105 Protein. Monsanto Technical 
Report MSL-20230. 

i/ 

MRID Number _______________ _ 
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Volume 15. MacRae, T.C., C.R. Brown, and S.L. Levine. 2006. Spectrumoflnsecticidal 
Activity of Bacillus thuringiensis Cry2Ab2 Protein. Monsanto Technical 
Report MSL-20229. 

Volume 16. 

MRID Number ________________ _ 

Headrick, J.M., 0. Heredia, 1.0. Oyediran, and T.T. Vaughn. 2006. 
Assessment of the Efficacy of Lepidopteran~ protected Corn MON 89034 and 
MON 89597 Against Major Insect Pests in United States, Puerto Rico and 
Argentina During 2003-2004 Seasons. Monsanto Technical Report 
05-RA-39-05. 

-j 
MRID Number ________________ _ 

Ecotoxicology Studies 

Volume 17. Teixeira, D. 2006. Evaluation of Dietary Effects of Lyophilized Leaf Tissue 
from ComMON 89034 in a Chronic Exposure Study with 
Coliernbola (Folsomia candida). Monsanto Technical Report MSL-20169. 

MRIDNumber _______________ _ 

Volume 18. Palmer, S.J. and H.O. Krueger. 2006. Evaluation of Exposure to MON 
89034 with the Cladoceran Daphnia magna: An acute static-renewal test with 
com pollen. Monsanto Study WL-2005-0 11. 

MRID Number ________________ _ 

Volume 19. Sindermann, A.B., J.R. Porch, and H.O. Krueger. 2006. Evaluation of 
Potential Effects of Exposure to CryiA.l05 Protein in an Acute Study with 
the Earthworm in an Artificial Soil Substrate. Monsanto TecboiGaJ,,Report 
MSL-20147. 

MRID Number----------------
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Volume 20. Richards, K.B. 2006. Evaluation of the Dietary Effect(s) of a Cry1A.l05 
Protein on Honeybee Larvae (Apis mellifera L.). Monsanto Study CA-2005-
071. 

MRID Number ________________ _ 

Volume 21. Richards, K.B. 2006. Evaluation of the Dietary Effect(s) of a Cry1A.105 
Protein on Adult Honeybees (Apis me/lifera L.). Monsanto Study CA-2005-
072. 

MRID Number _______________ _ 

Volume 22. Paradise, M.S. 2006. Evaluation ofPotential Dietary Effects of Cry1A.l05 
Protein on the Ladybird Beetle, Co/eomegilla maculata (Coleoptera: 
Coccinellidae). Monsanto Technical Report MSL-20150. 

MRlD Number ________________ _ 

Volume 23. Paradise, M.S: 2006. Evaluation of Potential Dietary Effects ofCry2Ab2 
Protein on the Ladybird Beetle, Coleomegi/la maculata (Coleoptera: 
Coccinellidae). Monsanto Technical Report MSL-20151. 

MRID Number _______________ _ 

Volume 24. Teixeira, D. 2006. Evaluation ofPotential Dietary Effects ofCry1A.l05 
Protein on Minute Pirate Bugs, Orius insidiosus (Hemiptera: Anthocoridae). 
Monsanto Technical Report MSL-20170. 

MRlD Number ________________ _ 

Monsanlo Company Transmittal Document Page 6 of 8 

06-CR-172E-l 



Volume 25. Teixeira, D. 2006. Evaluation of Potential Dietary Effects ofCry2Ab2 
Protein on Minute Pirate Bugs, Orius insidiosus (Hemiptera: Anthocoridae). 
Monsanto Technical Report MSL-20 171. 

MRIDNumber ______________ _ 

Volume 26. Sindermann, A.B., J.R. Porch, and H.O. Krueger. 2006. Evaluation of 
Potential Effects of Exposure to CrylA.l05 Protein in an Acute Study with 
the Parasitic Wasp, Ichneumon promissorius (Hymenoptera: Ichneumonidae). 
Monsanto Technical Report MSL-20149. 

,, J' 
MRID Number ______________ i-:'··~=·"'.7' _ 

Volume 27. Sindermann, A.B., J.R. Porch, and H.O. Krueger. 2006. Evaluation of 
Potential Effects of Exposure to Cry2Ab2 Protein in an Acute Study with the 
Parasitic Wasp, Ichneumon promissorius (Hymenoptera: Ichneumonidae). 
Monsanto Technical Report MSL-20148. 

MRID Number ________________ _ 

Volume 28. Gallagher, S.P. and J.B. Beavers. 2006. Evaluation of Potential Dietary 
Effects ofMON 89034 with the Northem Bobwhite: an Eight-day Dietary 
Study with Com Grain. Monsanto Technical Report WL-2005-012. 

MRID Number _________________ _ 

Volume 29. Mueth, M., T. Curran, J. Warren, S. Dubelman, M. Glaspie, J. Murphy, S. 
Levine, J. Holtmeyer, and C. Jiang. 2006. Aerobic Soil Degradation oftlr£ · 
Purified Cry2Ab2 and CryiA.l05 Proteins. Monsanto Technical Report __ ·-
MSL-20174. . 

MR!D Number _______________ _ 
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Volume 30. Huesing, 1.E., 1.1. Duan, and S.L. Levine. 2006. Endangered Species Risk 
Assessment for Com MON 89034. Monsanto Technical Report 
MSL0020394. 

MRID Number _______________ _ 

Insect Resistance Management 

Volume 31. Head, G. 2006. Insect Resistance Management Plan for Second Generation 
Lepidopteran~ Protected Com, MON 89034. Monsanto Technical Report 06~ 
RA-39-06. 

MRlDNumber _____________ _ 

Company Official: ~d--:;;;4/ ,;.'l:~.,;:;;, ,.-.c!?C:·C~'"'~'lz ... 
Natalia N. Bogdanova, .V.M. 
Regulatmy Affairs Manager 
(3!4) 694-3!43 

Company Name: Monsanto Company 

Company Contact: Russell P. Schneider, Ph.D. 

Monsanto Company 

Director, Regulatory Affairs 
(202) 383-2866 

Transmittal Document 

06-CR-172£~1 
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Please read ins/rue/ions on reverse before comr:Jie/in9 form. Form Approved. OMS No. 2070-0060. Approval Ex ires 2-2s-gs 

~~EPA [:g) Registration OPP Identifier 
United States Number 

Environmental Protection Agency D Amendment 
washington, DC 20460 D Other 

Application for Pesticide - Section I 
1. Company/Product Number 

t-7L--
2. EPA Product Manager 3. Proposed Classification 

File Svmbol524~ Sheryl Reilly 

Company/Product {Name) PM# 9.t/ ~ None D Restricted 
MON 89034 ~ 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(B){i). my 

Monsanto Company product is similar or identical in composition and labeling to: 
800 North Lindbergh Blvd. EPA Reg. No. 

St. Louis, MO 63167 
Product Name D Check il this is a new address 

Section -II 

0 Amendment- Explain below. D Final printed labels in response to 
Agency letter dated 

cJ Resubmission in response to Agency letter dated D "Me Too·· Appllcation. 

D Notification- Explain below. [:g) Other- Explain below. 

Explanation: Usa additional page(s) if necessary. (For Section I and Section II.) 
Application to Register the Plant-Incorporated Protectant Bacillus thrrringiensis Cry!A.l 05 and Cry2Ab2 Proteins and tbe Genetic 
Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique Identifier: MON-89034-3) 

Section - Ill 
1. Material This Product Will Be Packa ed In: 

ld-Resistant Packaging Unit Packaging Waler Soluble Packaging 2. Type o/ Container 

D Yes• Oves Oves 
0Metal 

ONo ONo ONo 0 Plastic 

0 Glass 
~ Cartificafion must 1/'"Yes" No. per lf"Yes" No. per 0 Paper 
be submitted Unit Packaging wgt. Container Package wgt. Container 

Oothel 
(Spe~ify) 

;Location of Net Contents In/ormation 4. Size(s) Retail Container 5. Location of Label Directions 

·o Label 0 Container 0 On Label 
Various 0 On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product 0 Lithog1aph 0 Other 

0 Paper glued 

0 Stenciled 

Section -IV 
1. Contact Po'int (Co fe/e items direcJI below for Identification of individual to be con/acted, if necessa , /o rocess /his a lica/ion. 

N"'" Title I Telephone No.{lnctude Area Code) 

Russell P. Schneider Director, Regulatory Affairs (202) 383-2866 
'"-',, 

Certification '6~ J];;'J;' Application 
I certify that /he s/atamen/s I have made on /his form and all al/achments /herelo ara /rue, accurate and complete. R-;:ceived 
I acknowledge thai any knowingly false or misleading sJalemenl may be punishable by fine or impn·sonmenl or - - , .(~tamped) both under applicable law. ' 

2. Signatwe 3. Title 

~#~~/~---a-~~-~ Regulatory Affairs Manager , 
-----;----- , , 

4. Typed Name 5. Date . 
Natalia N. Bogdanova Tel. (314)694-3143 September 28, 2006 -

- - 4 Pr vi - .. -EPA Form 8570 1 (Rev. 3 9 ) e ous editrons are obsolete. White EPA Frle Copy (orrgmal) Yellow Applrcant,<";opy 

Monsanto Company 06-CR-I72E-I Page 7 of36 



Natalia N. /3ogd~nOI'lt, D. V.M 
Rcgula101y Affairs Mauuger 
(314}-694·3343 

MONSANTO~ 

September 28, 2006 

Document Processing Desk (EUP) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

IJOO I {EYE) STRfET, NW 

SUITE 450 EASl 

\VASHENCTON, D.C. <0005-?<JJ 

PHONE (202) 783·2460 

http:/ jwww.moasonto.com 

SL?bj: Application for the registration of the plant-incorporated protectant Bacillus thuringiensis 
CrylA.l05 and Cry2Ab2 proteins produced in MON 89034 

Dear Dr. Reilly: 

Please find enclosed an application for the registration of the plant-incorporated protectant 
Bacillus thuringiensis (Bt) Cry lA. I 05 and Cry2Ab2 proteins and the genetic material necessary 
for their production in the corn product MON 89034. MON 89034 is a second-generation 
product that produces the CrylA.I05 and Cry2Ab2 proteins, which together control a wider 
spectrum of lepidopteran pests and offer an enhancal insect resistance management (IRM) tool 
compared to the current lepidopteran-protected corn product MON 810. 

EPA established temporary exemptions from the requirement of a tolerance for the Cry! A.! 05 
and Cry2Ab2 proteins and the genetic material for their production in corn (40 CFR § 174.453 
and 40 CFR § 174.454, respectively). The results of the safety assessment demonstrated that the 
Cry!A.l05 and Cry2Ab2 proteins as produced in MON 89034 will not pose any significant risk 
to human health or to the environment. 

This application includes the following documents that, for purposes of placement in the-.Pubii-:: 
Docket, have been classified as 'A' (non-confidential documents that can be released .. t~ _the 
public), 'B' (data subject to the provisions ofFIFRA Section lO(g) and therefore protectetl!"r('ill 
disclosure to multinational or foreign pesticide producers), or 'C' (cOt?!:fi.dcn.!!ial busir;ess 
information) .. In addition, pdf files are included on a CD-ROM for placing d&-cume.itts cl<''SS\fib:l 
as 'A' on the Edocket The redacted version of the Administrative volume rJi-qf file) .forJJJe 
Edocket excludes the data matrix (agency internal use copy) and confid~~ntiqJ attac~111t~nt: 
Complete description of this submission by category is provided in the attachme.-Pt..t0'this Jette:;-. 

Monsanlo Company 06-CR-172E-1 



Dr. S. Reilly 
Sept 28, 2006 
Page 2 of 5 

It is Monsanto's understanding that the following fee category and amount is appropriate based 
on the June 2, 2005 Federal Register notice for Pesticide fees and Decision Times: 

• Fee category B81: Register new AI, temporary tolerance or exemption exists, SAP 
required; 

• Fee Category Amount: $315,000 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington office (202~383~2866) or me directly (314~694~ 
3143). 

Sincerely, 

Natalia N. Bogdanova, D.V.M. 

cc: Mike Mendelsohn, EPA/OPP/BPPD 
Russell Schneider, Monsanto 
Monsanto Regulatory Files 

Monsanto Company 06-CR~172E-1 



oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington~ D.C. 20460 
Paperwork Reduction Act Notice: The public reponing bwden for this collection of information is estimated lo average 0.25 hours per response for registration activities and 0.25 hows per 
response for reregistralion and special review activilies, including time for reading the instructions and completing the necessary forms. Send comments rega1ding the burden estimate or any 
other as peel of !his collection ofinformallon, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
40 I M Street, S.W .. washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Dale: September 28, 2006 EPA Reg. No./File Symbol: 524-XXX / Page I of 9 

Appllcani'S/Reglslrant's Name & Address: 
Monsm1to Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product MON 89034 

Ingredient Bncilltrs tlturingiensis Cry IA.t 05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV -ZMIR245) Nc'cessary for their Production in MON 89034 (OECD Unique 

Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Slalus Note 

Administrative Matcriols for the Application to Register 
tile Plant-Incorporated Protcctant, Bacillus tlwringieJ!sis 
Cry1A.J05 and Cry2Ab2 Proteins and the Genetic 

885.1100 Material (Vector PV-ZMIR245) Necessary for their 
885.1200 Production in MON 89034 (DECO Unique identifier: 
885.1500 MON-89034-3). Monsanto Com anv OWN 'fhis Aoolication 

Bogdanova, N.N. 2006. Human llealth and 
Envi1onmental Asses~ment of the Plant-Incorporated 

/ ~;ctant Bacillus tlwringiellsis Cry I A. I 05 and· 
2Ab2 Proteins Produced in ComMON 89034. 

. 
Monsanto Com anv OWN This Aoolication 

885.1100 Rice, J.F., BJ. Wolff,J.R, Gwat, N.K. Scanlon, J.C. .. 
885.1200 Jennings, and /.D. Masucci. 2006. Amended Report fo1 

885.1300 MSL-20072: Molecular Analysis ofCorn MON 89034. 
Monsunto Technical Rcoort MSL-20311. Monsanto Compan OWN This A lication 

885.1400 Baumann, A.J., K.E. Niemeyer, and A. Silvanovich. 
885.1500 2006. Assessment ofthc C!yiA.I05 and Cry2Ab2 
885.2200 Protein Level~ in Tissues of Insect-Protected ComMON 
885.2400 89034 Produced ia 2005 U.S. Field Trials. Monsanto 
885.2500 Technical Report MSL-20285. Monsanto Com1>anv OWN Ibis Auolication 

Karunanandaa, K., J.J. Thorp, M.E. Goley, S.L. Levine, 
and A. Silvanovicb. 2006. Characterization of the 
Cry2Ab2 Protein Purified from the Com Grain ofMON 
89034 and Comparison of the Physicocbemical and 
Functional P1operties ofthe PlanH'wduced and E. coli-
Produced Cry2Ab2 Proteins. Monsanto Technical Report 

885.2100 MSL-20071. Monsanto Com aJ OWN This A lication 

Sjgnature .. . •. 
/~ ~"'/-"4-0-....c....-:r~-""'"""'~ 

Name and Title Date 
. '/.;:6 Natalia N. Bogdanova, D.V.M. September 28, 2006 

•• • 

:: ,.-;>;::--::::: -?:,::?': ~ 
~ 

" ,(. ,M' #"_,..w ~ ,: ,:,"-< 
Re!:!lllatorv Affairs Mana11er .. ~"··~ ~~~~ . .-<?A<"- .. ~ ~~~n ~!' '~" '"''" •·- ' ~- ·a> ,,.,.~;~"~ ~.,~;l<>hlo <::,, h~a "~'" o~~M "o"d"" p :y Pap, Agency Internal Use Copy 

® 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street! S.W. 

Washington, D.C. 20460 
Pap11rwork Reduction Act Notice: The public reporting bu1den for this collection of Information is estimated lo average 0.25 hours per response for registraUon activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
olhe1 aspect of this collection of information, including suggestions for reducing the burden to: Dhec\or, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinoton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: September 28, 2006 EPA Reg. No./File Symbol: 524-XXX I Page 2 of 9 
Applican\'s/Registran\'s Name & Address: 

Monsanto Comuanv, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product MON 89034 
Ingredient Bacillus tlnningiensis Cry IA.I 05 and Cly2Ab2 Proteins and the Genetic Material (Vector PV -ZMIR245) Necessary for their Produetiou in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Levine, S.L. and J. Ufthnm. 2006. Evaluation ofthe 
885.1100 Functional Equivalence of the Cry2Ab2 Protein Produc•d 
885.2100 in £.Coli and Bt Against a Sensitive Lepidopteran 
885.2200 Sp~cies. Monsamo Technical Rcpmt MSL-20132. Monsanto Company OWN This Application 

Bonnette, K.L. 2006. An acute oral toxicity stndy in 
885.3050 mice with Cry2Ab2 protein. Monsanto Stndy CR0-2005-

' 885.4150 049. Monsanto Com an OWN This Application 

K:tpadia, S.A. and E.A. Rice. 2006. Assessment of the in 
vitro Digestibility of the Cty2Ab2 Protein in Simulated 

885.3050 Gastric Fluid. Monsanto Technical R~port MSL-19931. Monsamo Company OWN This Application 

Kapadia, S. and E. A. Rice. 2005. Assessment of the in 
Vl'tro Digestibility oft he Cry IA.t05 Protein in Simulated 

885.3050 lmestinal Fluid. Monsanto Technical Re ort MSL-t9930. Monsamo Com an OWN This A lication 

Thorp, J.J. and M.E. Goley. 2006. Assessment of the in 
virro Digestibility of the Cry2Ab2 Protei11 in Simulated 

885.3050 lmestinal Fluid. Monsanto Technical Report MSL-19938 Monsanto Com anv OWN This Application 

McClain, J.S. and A. Silvanovich. 2006. Bioinformatics 
885.1300 Evaluation of the Cry\A.t05 Protein Utilizing the AD6, 
885.2100 TOXINS, and ALLPEPT!DES Databases. Monsnmo 

~-~0.----. Technical Re ort MSL-20351. Monsanto Company OWN This A lication 

Signr.lcue Name and Title Date 

?-'"".-:-;-:;:;:;_~ ,,, . .;"-:;-_.,~«-?' a~~....c..r~,..:..-.__ Natalia N. Bogdanova, D.V.M. September 28 1 2006 
Rc~;ulatorv Affairs Mana~~;er 

EPA Form 8570-35 (9-97) Electronic and Paper vetsior1S 8:V8:i'iiible.-S'Ubmit only Paper version. Agency Internal Use Copy 

~ 
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.&EPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, s.w. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activi!ies, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspecl oflhis collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Proleclion Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the lorm to this address. 

DATA MATRIX 
Dale: September 28, 2006 EPA Reg. No./File Symbol: 524-XXX I Page 3 of 9 

Appllcanl's/Registrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Producl: MON 89034 
Ingredient Btrcil!us tlnn-i1rgiensis Cry IA.l 05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV -ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

McClain, J.S. and A. Silvanovich. 2006. Bioinfonnalics 
885.1300 Analysis ofthe Cry2Ab2 Protein Utilizing lhc AD6, 
885.2100 TOXINS, and ALLPEM"IDES Databases. Monsanlo 
885.2200 Technical Report MSL-20307. Monsanlo Company OWN This Applieatio11 

Davis, S.W. 2006. Comparison of Broiler PerforiJiance 
and Carcass Parameters When Fed Diets Co111aining 
MON 89034, Conlrot or Commercial Com. Monsanlo 
Study_QS-01-50-13, Amended R~ESlrl. Monsa11to Co111p~ OWN This A lication 

MacRau, T.C., C.R. Brown, and S.L. Levine. 2006. 
Spectrum of insecticidal Activity of Bad/Iris rl111rhrgiensis 
Cry IA.I 05 Prolein. Monsanlo Technical Report MSL-

885.4340 20230. Monsanto Company OWN This Application 

M~cRae, T.C., C.R. Brown, and S.L. Levine. 2006. 
Spectrum oflnsccticid~l Activily of Baeil/11s rlwringiensis 
Cry2Ab2 i'rotein. Monsanto Technical Report MSL-

885.4340 20229. Monsanlo Company OWN This Application 

l·leadrick, J.M., 0. Heredia, \.0. Oyediran, and T.T. 
Vaughn. 2006. Assessment of the Efficacy of 
Lepidoptemn-protccted ComMON 89034 and MON 
89597 Againsl Major ln~ect Pests in United State~, i•ueno 

- - Rico ami Argentina During 2003-2004 Seasons. 

f---':--':-:-':.-.c-: Mon~a11to Technic~\ Report 05-RA-39-05. Monsanto Com mny OWN This Application 
' ._, --~-

-<"' Name and Title Date 

_,v;'/~ '~ ~~e-..c ........ --~r£.. Natalia N. Bogdanova, D.V.M. September 28, 2006 
Signature Regulatory Affairs Manager 
- -------··-·-· EP"A F0rrri:S57 o-:!5 {9-S-7}ctectroi1iC and Paper versions av·ailable. Sub.init only Paper version. 

~ " "" , .. 
Agency Internal Use Copy 

® 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 MStreet,S.W. 

Washi.!!_g_ton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collec!ion of information is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per 
response for reregistraUon and special review activities, including lime for reading the inslruclions and completing !he necessary forms. Send comments regarding !he burden estimate or any 
other aspect of \his collection of information, including suggestions for reducing the burden lo: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 
401 M Slreel, S.W .. Washington. DC 20460. Do nol send lhe form lo !his address. 
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Teixeira, D. 2006. Evaluation of Dietary Effects of 
Lyophilized LeafTissue from ComMON 89034 in a 
Chronic Exposure Study with Collembola {Fo/SOJllia 

885.4340 cnndida). Monsanto Technical Re ort MSL-20 169. Monsanto Com an OWN This Application 

Palmer, S.J. and H.O. Krueger. 2006. Evaluation of 
Exposure to MON 89034 with the Cladoccran Daphnia 
mogna: An acute static-renewal test with com pollen. 

885.4340 Monsanto Study WL-2005-0!!. Monsanto Com any OWN This A lication 

Sindennann, A.B., J.R. Porch, and H.O. Krueger. 2006. 
Evaluation ofPotential Effects ofExposure to CrylA.l05 
Protein in an Acute Study with the Earthwonn in an 

. Artlficia! Soil Substrate. Monsanto Technical Report 
885.4340 MSL-20147. Monsanto Company OWN TI1is Application 

Richards, K.B. 2006. Evaluation of the Diclllry Effect(s) 
of a CrylA.l05 Protein on Honeybee Larvae {A pis 

885.4380 mel/ife~IJ L.. Monsanto Stud CA-2005-071. Monsanto Com an OWN This A !ication 

Richmds, K.B. 2006. Evaluation of the Dietary Effcct(s) 
of a CrylA.l05 Protein on Adult\loncybecs (Apis 

885.4380 Jllelli(era L. . Monsanto Study CA-2005-072 Monsanto Company OWN This Annlicmion 

Paradise, M.S. 2006. Evaluation of Potential Dietary 
Effects ofCrylA.l05 l'rotein on the Ladybird Beetle, 
Coleowegifla macula/a (Coleoptera: Coccincllidac). 

885.434\, Monsanto Technical Report MSL-20 !50. Monsanto Company OWN This A ticatiou ,-.-.-.-. 
Signatu\.e· . . 
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Paradise, M.S. 2006. Evalumion ofPoteutial Dietary 
Effects ofCry2Ab2 Protein on the Ladybird Beetle, 
Coleowegil!a maculara (Coleoptera: Coccinellidae). 

885.4340 Monsanto Technical Report MSL-20151. Monsanro Company OWN This Application 

Teixeira, D. 2006. Evaluation of Potential Dietary 
Effects ofCryl A.I05 Pro rein on Minute Pirate Bugs, 
Orius iusfdiosus (Hemiptera: Anthocori!lae). Monsanto 

885.4340 Technical Repmt MSL-20 170. Monsanto Company OWN This Application 

Teixeira, D. 2006. Evaluation ol" Porential Dietary 
Effects ofCry2Ab2 Protein on Minute Pirate Bugs, GrillS 
iliSidiosus (Hemiptera; Anthocoridae). Monsanto 

885.4340 Technical Reoort MSL-20171. Monsanto Com an OWN This A lication 

Sindennann, A.B., J.R. Porch, and H.O. Kruege1. 2006. 
Evaluation ofPotenrial Effects ofExposU!e to Cry I A.I05 
Pro rein in an Acute Study with the Parasitic Wasp, 
Jehueum "'' pr01.uissori11S (Hymenopre1 a: tchneumonidae). 
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Sindcnnmm, A.B., J.R. Porch, and H.O. Krncgcr. 2006. 
Evaluation of Potential Effects of Exposure to Cry2Ab2 
Protein in an Acute Study with the Parasitic Wasp, 
Jclmeumou plumissorius (ttymenopfC!a: lchncnmonidae). 

885.4340 Monsanto Technical R~rt MSL-20 148. Monsanto Company OWN This Application 
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Mucth, M., T. Curran, J. Warren, S. Dubclma11, M. 
Glaspie, J. Murphy, S. Levine, J. Holtmeycr, and C. 
Jiang. 2006. Aerobic Soil Degradation of the Purified 
Cry2Ab2 and Cry!A.\05 Proteins. Monsnnto Technical 

885.5200 Report MSL-20174. Mousanto Company OWN This Application 

Huesing, J.E., J.J. Duan, aud S.L. Levine. 2006. 
Endangered Species Risk Assessment for ComMON 
89034. Monsanto Technical Report MSL0020394. Monsanto Company OWN 'fhis Application 
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89034. Monsanto Technical Report 06-RA-39-06. Monsanto Company OWN This Application 
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Comparison of the Physicochemie<~l and Functional 
Properties of the Plant-Produced and £.roll-Produced 
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Bonnette, K.L. 2005. An Acute Oral Toxicity Study in I 
885.3050 Mice with Cry!A.l05 Protein. Monsanto Study CRO-
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Kapadia, S.A. and E.A. Rice. 2005. Assessment of the i1> 
vlrro Digestibility of the Cry!A.I05 Protein in Simulated 

885.3050 Gastric Fluid. Monsanto Technical Report MSL-19929. 46694606 Monsanto Company OWN 
Goley, M.E. and J.J. Thorp. 2005. lmmunodetection of 
Cry2Ab2 and Cry!A.l05 Proteins in Com Grain fl"Onl " 
MON 89034 Following Heat Tr~atment. Monsanto 

885.3050 Technical Report MSL-19899. 46694607 Monsanto Com an OWN 

MacRae, T.C., C.R. Brown, S.L. Levine. 2005. 
Evaluation oft he Potential for Interactions Between the 
Baci/fns Tlmriugiensis Proteins Cry!A.l05 and Cry2Ab2. 

885.4340 Monsanto Technical Report MSL-19859. 46694602 Monsanto Company OWN 
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SECTION II 

SUMMARY OF THE APPLICATION 

A health and environmental assessment of the Cry1A.l05 and Cry2Ab2 proteins produced in 
MON 89034, as well as the product benefits, are provided in Volume 2 of this application. 
Studies supporting product characterization and protein safety are provided in Volumes 3 
through 13, along with additional studies and information cited in the data matrix. 
Insecticidal activity and ecotoxicology studies are presented in Volumes 14 though 29 along 
with additional studies and information cited in the data matrix. An endangered species risk 
assessment and an insect resistance management (IRM) plan are provided in Volumes 30 and 
31, respectively. 
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SECTION III 

PRODUCT LABEL 

The subject of this application is for the Bacillus thuringiensis CrylA.IOS and Cry2Ab2 
proteins and the genetic material (PV~ZMIR245) necessary for their production in all com 
containing MON 89034, including field corn, popcorn, and sweet com. A full and 
umestricted FIFRA section 3 registration is being sought to support commercialization of 
this product. Two copies of the proposed label for MON 89034 are attached. 
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Active Ingredients: 

Plant-Incorporated Protectant Label 

MON89034 

Lepidopteran-Protected Corn 
(OECD Unique Identifier: MON-89034-3) 

Bacillus thuringiensis Cry1A 105 protein and the genetic material necessary for its 
production (vector PV -ZMIR245) in event MON 89034 corn ...................... 0.002- 0.0056% 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its production 
(vector PV-ZMIR245) in event MON 89304 corn ........................................ 0.0015- 0.0055% 

Percentage (wtfwt) on a dry weight basis whole plant (forage). 

CAUTION 

KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS __ 

EPA Registration No. 524-xxx 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

It is a violation ofFederallaw to use this seed in any manner inconsistent with this labeling. 

Infonnation regarding commercial production to be included in the Grower Guide for Cotton 
and Non-Cotton Growing Areas. 
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Active Ingredients: 

Plant-Incorporated Protectant Label 

MON89034 

Lepidopteran-Protected Corn 
(OECD Unique Identifier: MON-89034-3) 

Bacillus thuringiensis CrylA.l05 protein and the genetic material necessary for its 
production (vector PV -ZMIR245) in event MON 89034 com ...................... 0.002- 0.0056% 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary for its production 
(vector PV -ZMIR245) in event MON 89304 corn ........................................ 0.00 15- 0.0055% 

Percentage (wt/wt) on a dry weight basis whole plant (forage). 

CAUTION 

KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS __ _ 

EPA Registration No. 524-xxx 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

DIRECTIONS FOR USE 

It is a violation ofFederallaw to use this seed in any manner inconsistent with this labeling. 

Information regarding commercial production to be included in the Grower Guide for Cotton 
and Non-Cotton Growing Areas. 
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SECTION IV 

PRODUCT ANALYSIS 

Studies and volumes listed in the data matrix included in this application describe the a) 
health and environmental assessment ofMON 89034, b) the molecular identity of 
MON 89034, and c) levels ofthe Cry1A.l05 and Cry2Ab2 proteins produced in tissues of 
MON 89034. 
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SECTIONV 

RESIDUE DATA 

On 17 July 2006, EPA established a time~ limited exemption from the requirement of a 
tolerance for the plant-incorporated protectants: Bacillus thuringiensis Cry1A.I05 protein 
and Bacillus thuringiensis Cry2Ab2 protein, and the genetic material necessary for their 
production in com (40 CFR § 174.453 and 40 CFR § 174.454, respectively). Therefore, 
residue data are not required for this product. 
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SECTION VI 

NONTARGET ORGANISM DATA 

Studies have been conducted by Monsanto to characterize the potential hazards to nontarget 
organisms (NTOs) as a result of exposure to the CrylA.105 and Cry2Ab2 proteins, and are 
presented in this application. Reports for relevant studies previously submitted to EPA are 
referenced by MRID in the data matrix. The env.ironmental assessment of the Cry lA.l 05 
and Cry2Ab2 proteins produced in MON 89034 is described in Volmne 2 of this application. 
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SECTION VII 

TOXICOLOGY DATA 

Studies conducted to assess the potential toxicity and allergenicity of the Cry IA.l05 and 
Cry2Ab2 proteins have previously been submitted to EPA and are referenced by MRID in 
the data matrix. Studies were conducted demonstrating the equivalence of the CryiA.IOS 
and Cry2Ab2 proteins used as test material in these potential toxicity and allergenicity 
studies, to the CrylA.l05 and Cry2Ab2 proteins produced in MON 89034, respectfully. The 
study demonstrating functional equivalence of the E. coli- and plant-produced CryiA.l05 
protein is referenced by MRID number 46694604 in the data matrix, and the study 
demonstrating functional equivalence of the E. coli- and plant-produced Cry2Ab2 protein is 
included as Volume 5 of this application. 
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SECTION VIII 

EFFICACY DATA 

Data demonstrating the efficacy of the Cry1A.105 and Cry2Ab2 proteins produced in 
MON 89034 are presented in this application. The spectrum of insecticidal activity of the 
CrylA.lOS and Cry2Ab2 proteins are presented in Volumes 14 and 1~, respectively, and the 
efficacy ofMON 89034 against major insect pests in U.S. is presented in Volume 16 of this 
application. The proposed IRM plan for MON 89034 is provided in Volume 31 of this 
application. 
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EPA Registration File No. 524-575 (Vol. 1) 

Page is not included in this copy. 

Pages 344 through 346 are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process. 

Description of quality control procedures. 

Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

A draft product label. 

X The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA registration data. 

The document is a duplicate of page(s) 

The document is not responsive to the request. 

Proprietary information pertaining to the chemical 
composition of an inert ingredient provided by the source 
of the ingredient. 

Enforcement sensitive information. 

Attorney-Client Privilege. 

Claimed Confidential by submitter upon submission to the 
Agency. 

Internal Deliberative Information. 

* The information not included is generally considered confidential by product 
registrants. If you have any questions, please contact the individual who 
prepared the response to your request. 
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Page ~324~8 __ __ is not included in this copy. 

Pages through are not included in this copy. 
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information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process. 

Description of quality control procedures. 

Identity of the source of product ingredients. 
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composition of an inert ingredient provided by the source 
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registrants. If you have any questions, please contact the individual who 
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